DEPARTMENT OF THE ARMY 
OFFICE OF THE ADMINISTRATIVE ASSISTANT TO THE SECRETARY 
U.S. ARMY HEADQUARTERS SERVICES 
9301 CHAPEK ROAD 
FORT BELVOIR, VA 22060-5605 
FEBRUARY 04, 2020 


Russ Kick ‘ 
New England Anti-Vivisection Society 

333 Washington Street 

Suite 850 

Boston, MA 02108 

Sent via email: rkick.contractor@neavs.org 


Dear Mr. Kick: 


This letter is in response to your Freedom of Information Act (FOIA) request dated 
December 23, 2019. You are seeking records pertaining to the use of animals in research, 
teaching, etc. at the U.S. Army Medical Center of Excellence. Your request is being processed 
in accordance with Title 5 United States Code 552, The Freedom of Information Act. Your 
request was assigned case numbers FA-20-0748 / FP-20-007572. 


Please be advised this office serves as the referral point and policy office for the 
Department of the Army Freedom of Information Act. Requests for information and documents 
under the purview of the Army are referred to the proponent agency for appropriate handling 
and the-proponent ofthe requested records in accordance with Army Regulation 25-55, The 
Army Freedom of Information Act Program. 


~ 


After conducting research, we are referring your request to the following activity for 
processing and direct response to you. 


U.S. Army Medical Center of Excellence 
3630 Stanley Road 
JBSA Fort Sam Houston, TX 78234 


You may check the status of your Freedom of Information Act request by going to 
https://www.foia.army.mil/facts/casestatus.aspx and entering FP-20-007572 in the Control . 
Number box. Please note that once your request is received at the next agency(s) listed above 
it will be assigned a new Control Number that you will have to use to track the status of your 
request. If you have any questions regarding the processing of your request, please contact 
that activity. ; 


Sincerely, 


Annette Wormley ‘ 
U.S. Army Freedom of 
Information Act Office 


vee dh 
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DEPARTMENT OF THE ARMY 
HEADQUARTERS, U.S. ARMY MEDICAL CENTER OF EXCELLENCE 
* 3630 STANLEY ROAD 
JBSA FORT SAM i HOUSTON, TEXAS 78234-61 a0 


Freedom of Information Act Office. = i * 20 April 2020.. : : 


Mr. Russ Kick a 
New England Anti-Vivisection Society. ge Se 

333 Washington Street, Suite 850 ae eee 
Boston, MA 02108 : i eee 


Dear Mr. Kick: : re d 


2-=—, Thicis in response to, your Freedom of Information Act (FOIA) en dated 4 ty ee 
February 2020, that was referred to the U.S. Army Medical Center of Excellence | ‘ nS 
(MEDCoE) by the Department of the Army FOIA Office, 9301 Chapek Road, Bldg 1458,"' =. - 

Sutie 1NW5705, Fort Belvoir, VA 22060-5605. Your request was given MEDCoE: FOIA . 

case nuMbet, FP-20- -0007 and Department of the Army FOIA case number FR-20- ° 

011 365. - 


In your FOIA request it states. you were seeking records as such; “This request -. vs 
concerns the use of animals in research, teacning etc. at the U.S. Army Medical Center oS 
of Excellence. For every Institutional Animal Care & Use Committee (IACUC) at the. 

Center, we request the following: records seeking are specified in paragraphs ‘a, “4b, 
2a, and 2b.”: Attached to this memorandum you will find your FOIA as cas as Bo 
submitted to the DA FOIA Office in its original form. j 


After a thorough search of all electronic computer and paper files Bsidngiag. to and | 
related to the IACUC program at MEE inere were no records cates responsive to. 7 
your request. ee ee 


Sir, if you are dissatisfied with our conclusion, you may appeal to the Secretary of ~ 
the Army through this FOIA office. -If you decide to appeal at this time, your appeal 
must be postmarked within 90 days of the date ‘of this letter. Please address your 

. appeal to: Commander, U.S. Army Medical Center of Excellence (MEDCoE) Attention: 
Freedom of Information/Privacy Act Office, 3630 Stanley Road, Suite 357, JBSA Fort 
Sam Houston TX 78234-6100. “Clearly.mark the letter and envelope. as “Freedom of 
Information Act Appeal” citing your FOIA case number FP-20-011365, and enclose a 
copy of this letter along with your appeal. Please state the basis for your disagreement 
with our decision, and the justification for such an appeal associated with your request 
to this Command. Or, you may email this FOIA office at; usarmy.ibsa.medical- _ 

GOs. e.list. foia-rec uest-owner mail.mil using the same appeal procedures. 


As this completes the processing of your request we are closing your case. If you 
have any additional questions your point of contact for this action is Glenn W. Field, 
. FOIA Officer and Records Manager, Assistant Chief of Staff forInformation 
= Be Management, at (210) 221-6754 or (210) 643-5867. 


Sincerely, 


Ltd BM 


GLENNW. FIELD _ | 

Freedom of Information Act Specialist 

Assistant Chief of Staff | _— 
for Information Management 


2. FROM 3. ACTION OFFICER’S NAME & TELEPHONE NO. [| 4. DATE 
DA FOIA Office 

RMDA Annette Wormley 04 February 2020 
9301 Chapek Road, Bldg. 1458 COMM: (571) 515-0307 

Suite 1NW5705 

Fort Belvoir, VA 22060-5605 


5. SUBJECT: Please see attached FOIA request. 


A. EREEDOM:OR: INFORMATION AGT/KICK; R: 
6. REQUEST FA-20-0748 
1 hii 
PA 
——————— 
RES 


8. ACTION 


G. Provide a proper "no records" response, with appeal rights, if after conducting a reasonable 
search, you fail to locate an documents responsive to this req — 


REMARKS: Referr 


GER RESET IINC ER 


NOTE: 
IIsignedi! 
Encl(s) ANNETTE WORMLEY 
as Government Information Specialist 
U.S. Army Freedom of 
information Act Office 


Original FOIA request 


From: Russ Kick <rkick.contractor@neavs.org> 

Sent: Monday, December 23, 2019 1:44 AM 

To: USARMY Ft Belvoir HQDA OAA AHS Mailbox RMDA FOIA 
Subject: FOIA Request Generated from RMDA Website 


First Name: Russ 

Middle Initial: 

Last Name: Kick : 

Company Name: New England Anti-Vivisection Society Phone Number: (520) 589-4776 eMail Address: 
rkick.contractor@neavs.org 

Address: New England Anti-Vivisection Society Address (Line 2): 333 Washington Street, Suite 850 

City: Boston 

State: Massachusetts 

Zip Code: 02108 

Willing to Pay Fees: Up to $25 ; 
Request: This request concerns the use of animals in research, teaching, etc. at the U.S. Army Medical Center of 
Excellence. 


For every Institutional Animal Care & Use Committee (IACUC) at the Center, we request the following: 


1a) According to The Guide for the Care and Use of Laboratory Animals (The Guide), 8th edition, all entities must have a 
system in place for anyone (insiders or members of the public) to report concerns regarding animal welfare at a facility. 
These reports are either made directly to the [ACUC Chair or a designated representative, or they eventually are routed 
to the IACUC Chair/representative. We request all such reported concerns received by the Chair since January 1, 2019. 
(This would encompass all appendices, annexes, attachments, and accompanying documents, including photos and 
videos in their original formats and resolution.) 


1b) Further, for all such reported concerns deemed supported, we request the notification sent to the Institutional 
Official: The time frame is January 1, 2019, to present. (This would encompass all appendices, annexes, attachments, 
and accompanying documents, including photos and videos in their original formats and resolution.) 


2a) Per The Guide, all entities must have:a system in place for investigators to notify the IACUC and/or attending 
veterinarian of adverse events, unexpected or unanticipated outcomes, violations of protocols, and other incidents 
involving animal welfare that occur during their studies/experiments. We request all such notifications received by the 
IACUC or AV since January 1, 2019. (This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


2b) Further, we request all notifications sent to the Institutional Official regarding these reported incidents. The time 
frame is January 1, 2019, to present. (This would encompass all appendices, annexes, attachments, and accompanying 
documents, including photos and videos in their original formats and resolution.) 


Response Letter to the Requester 


From: Field, Glenn W_ CIV USARMY MEDICAL COE (USA) 


To: rkick.contractor@neavs.orq 

Cc: Kidd, Timothy M CIV USARMY MEDICAL COE (USA) 

Subject: Interim Response #1 - FOIA Request FA-20-0007 (New England Anti-Vivisection Society) - MEDCoE 
(UNCLASSIFIED) 

Date: Thursday, February 13, 2020 12:07:30 PM 

Attachments: FA-20-0748 referral packet to AMCOE - FOIA Request.pdf 


CLASSIFICATION: UNCLASSIFIED 


Mr. Kick, 

Greetings. This is interim response number one (1) to your Freedom of 
Information Act (FOIA) request dated 4 February 2020, to the U.S. Army 

Medical Center of Excellence. We received your FOJA request directly from 

the U.S. Army Freedom of Information Act Office/FOIA Liaison, at the Records 
Management and Declassification Agency (RMDA), 9301 Chapek Road, Building 
1458, Ft Belvoir, VA 22060-5605 as a referral. 


I have been assigned as your FOIA action officer and will be the individual 
processing your request. Please consider this an interim response as stated 

in your request which is; "This request concerns the use of animals in 
research, teaching etc. at the U.S. Army Medical Center of Excellence. For 
every Institutional Animal Care & Use Committee (IACUC) at the Center, we 
request the following: records seeking are specified in paragraphs la, 1b, 

2a, and 2b." Attached to this email you will find your FOIA request as 
submitted to RMDA in its original form as received by this FOJA office for 
verification purposes. 


Your FOIA case has been logged into the U.S. Army Freedom of Information 

Privacy Act Tracking System (FACTS). You may track the status of your FOIA 

case by using FOIA case control number FP-20-011365 at the RMDA website. 
Please use this link to access FACTS: 


https://www.foia.army.mil/facts/casestatus.aspx. 


The local MEDCoE FOIA case control number is FA-20-0007 and we request you 
use this number for any inquiries or requests for processing status with our 
FOIA office. 


Sir, your FOIA case has been placed into our office queue and we will do our 
best to provide you with any responsive records. Please be advised that the 
four (4) items you have requested make your request a complex case; whereby 
I may be unable to respond within 20 business days with any responsive 
records. However, I will ensure J keep you updated on the case processing 
status by sending periodic emails to the address you have provided on the 
request. 


If you have any questions or concerns about the processing of your FOIA case 
please don't hesitate to contact me directly at the phone number listed 
below or via email correspondence as well. Thank you. 


~ 


Vir 
Glenn W. Field ; 
Records Manager, FOIA/PA/FMO/PCO 


MEDCoE, G6 (ATMC-IM) 

3630 Stanley Rd, Bldg 2840 Ste 0036 
JBSA Fort Sam Houston TX 78234-6100 
Office: (210) 221-6754/8156 

DSN: 471-6754/8156 


This action is administered under the Freedom of Information Act 

(FOIA)/Privacy Act (PA) Programs in compliance with 5 USC 552 (as amended), 
32 CFR 518, DoD Directive 5400.7, and AR 25-55, and Department of Defense 
Directive (DoDD) 5400.11, May 8, 2007, Privacy Program, and DOD Regulation 
5400.11-R, May 14, 2007, DOD Privacy Program and Army Regulation 340-21, the 
Army Privacy Program. 


The information herein is For Official Use Only (FOUO) which must be 
protected under the Privacy Act of 1974, as amended. Unauthorized disclosure 
or misuse of this personal information may result in criminal and/or civil 
penalties. 


CLASSIFICATION: UNCLASSIFIED 
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FOR US POSTAL SERVICE DELIVERY: FOR EXPRESS MAIL: 
Office of Laboratory Animal Welfare Office of Laboratory Animal Welfare 
Division of Assurances Division of Assurances 
6700B Rockledge Drive 6700B Rockledge Drive, Suite 2500 
Suite 2500, MSC 6910 Bethesda, Maryland 20817 “ 
Bethesda, Maryland 20892-6910 Telephone: (301) 496-7163 


Home Page: http://grants.nih.gov/grants/olaw/olaw.htm 


January 16, 2019 Reference: Assurance D16-00446 (A3752-01) 
Approval of Assurance 

Kathleen Fogarty 

Director 


VA - Kansas City VA Medical Center 
4801 E. Linwood Boulevard 
Kansas City, MO 64128 


Dear Dr. Fogarty, 


| am pleased to inform you that the Office of Laboratory Animal Welfare (OLAW) reviewed and approved 
your institution’s Animal Welfare Assurance (Assurance) that was submitted in accordance with the Public 
Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals (Policy), revised 2015. 


Your Assurance, identification number D16-00446 (A3752-01), became effective on January 16, 2019 and 
will expire on January 31, 2023. Please include the Assurance number on all correspondence to OLAW. A 
copy of the signed Assurance document is enclosed. The signature page provides verification of approval by 
OLAW and specifies the period during which your institution’s Assurance is effective. 


The Assurance is a key document in defining the relationship of your Institution with the PHS. It sets forth 
the responsibilities and procedures of your Institution regarding the care and use of laboratory animals. 
Among the important elements of the Assurance, | would especially call your attention to the reporting 
requirements that are essential for continued compliance with the PHS Policy. Please note that an Annual 
Report to OLAW is required at least once every 12 months. Annual Reports for the previous calendar year 
are due by January 31". : 


If | may be of any further assistance, please do not hesitate to contact me. 


Sincerely, 
1/16/2019 


x Venita B. Thornton 


Signed by: Venita B. Thornton -S 
Venita B. Thornton, DVM, MPH 
Senior Assurance Officer 
Enclosure: As stated Office of Laboratory Animal Welfare 
cc: |ACUC Chair 


+ 
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DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER 
ANIMAL WELFARE ASSURANCE, A-3752-01 


Animal Welfare Assurance for Domestic Institutions 


I, Kathleen Fogarty as named Institutional Official for animal care and use at Kansas City Department of 
Veterans Affairs Medical Center, provide assurance that this Institution will comply with the Public Health 
Service (PHS) Policy on Humane Care and Use of Laboratory Animals (Policy). 


I. Applicability of Assurance 


This Assurance applies whenever this Institution conducts the following activities: all research, research 
training, experimentation, biological testing, and related activities involving live vertebrate animals 
supported by the PHS, DHHS, and/or NSF (if applicable). This Assurance covers only those facilities and 
components listed below. 


A. The following are branches and components over which this Institution has legal authority, 
included are those that operate under a different name: 


Building 15 (Medical Research Service) 
Building 6 (Animal Research Facility) 
All animals are housed in Building 6, and both buildings are located adjacent to one another. 


II. Institutional Commitment 


A. This Institution will comply with all applicable provisions of the Animal Welfare Act and other 
Federal statutes and regulations relating to animals. 


B. This Institution is guided by the "U.S. Government Principles for the Utilization and Care of 
Vertebrate Animals Used in Testing, Research, and Training." 


ae fee reeteeebereree oe 


C. This Institution acknowledges and accepts responsibility for the care and use of animals involved 
in activities covered by this Assurance. As partial fulfillment of this responsibility, this Institution 
will ensure that all individuals involved in the care and use of laboratory animals understand 
their individual and collective responsibilities for compliance with this Assurance, and other 
applicable laws and regulations pertaining to animal care and use. 


D. This Institution has established and will maintain a program for activities involving animals 
according to the Guide for the Care and Use of Laboratory Animals (Guide). 


E. This Institution agrees to ensure that all performance sites engaged in activities involving live | 
vertebrate animals under consortium (sub award) or subcontract agreements have an Animal 
Welfare Assurance and that the activities have Institutional Animal Care and Use Committee ; 
(IACUC) approval. | 


III. Institutional Program for Animal Care and Use 


A. The lines of authority and responsibility for administering the program and ensuring compliance 
with the PHS Policy are as follows: 


- Institutional Official (IO): Kathleen Fogarty, Director of the Kansas City Veterans | 
Affairs Medical Center (KC-VAMC) is the IO and bears ultimate responsibility for the 
KC-VAMC Animal Care and Use Program. Program direction and oversight is a shared | 

| 
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responsibility among the IO, Consulting Veterinarian, IACUC and Associate Chief of 
Staff for Research (ACOS). 


~ Chief executive officer: Dr. Ram Sharma, Ph.D., MHSA, Associate Chief of Staff for 
Research (ACOS for Research) is responsible for the health and well-being of animal 
resources and oversees all aspects of animal care and use, including supervision of 
personnel providing direct animal care. 


- Veterinarian: Dr. Susan M. Prattis, VMD., PhD., MS., DACLAM serves as the 
Veterinary Medical Consultant and is responsible for the health and well-being of all 
animals involved in research and oversees all aspects of animal care and use. The 
Veterinary Medical Consultant has a direct line of communication and line of authority 
with the Institutional Official. 


- IACUC: The IACUC is responsible for assessment and oversight of Program components 
and facilities. Dr. William Suo, M.D., Research Scientist serves as LACUC Chair. Miss 
Connie Wallace, [ACUC Coordinator supports IACUC functions. 


- Animal facility management: Mr. Kevin K. Byrd serves as Animal Research Facility 
(ARF) Manager with responsibility for managing ARF operations. Mr. Byrd reports 
directly to Dr. Sharma. 


Organizational Diagram 
Kansas City Veterans Affairs Medical Center 
Animal Care and Use Program 


Medical Center 
Research & ag So Fe Kathleen 
Committee (R&DC) g 


Sma 
(b)(6) — 
| _— 
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Consulting Veterinarian, 
Susan M. Prattis, VMD., 
PhD.. MS.. DACLAM 


=. Farr Animal care and Use 
Committee Farr 
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B. The qualifications, authority, and percent of time contributed by the veterinarian(s) who will 
participate in the program are as follows: 


1) Susan M. Prattis, VMD. PhD.. MS.. DACLAM. serves as Veterinary Medical Consultant and 
spends approximately 2 hours on site each week; one hundred percent of Dr. Prattis’s time on 
site is dedicated to the animal care and use program. Dr. Prattis is responsible for the health 
and well-being of all animals involved in research and oversees all aspects of animal care and 
use. Dr. Prattis has 37 years of experience as a veterinarian in the field of laboratory animal 
medicine. She holds an active US (IA, MA, NYS) and International Veterinary License from 
Kingdom of Denmark. She is a Diplomat of the American College of Laboratory Animal 
Medicine. 


Authority: Dr. Prattis has delegated program authority and responsibility for the Institution’s 
animal care and use program including access to all animals. 


2) Allison L Bright. DVM serves as the backup veterinarian for the facility and spends 
approximately 2 hours on site each month; one hundred percent of Dr. Bright’s time on site is 
dedicated to the animal care and use program. She has 18 months of experience and is 
currently a Clinical Veterinarian in Research with the University of Kansas Medical Center. 
Dr. Bright received her DVM from Kansas State University in May 2013. 


Authority: Dr. Bright has delegated program authority and responsibility for the Institution’s 
animal care and use program including access to all animals. 


c 


C. The IACUC at this Institution is properly appointed according to PHS Policy IV.A.3.a. and is 
qualified through the experience and expertise of its members to oversee the Institution's animal 
care and use program and facilities. The IACUC consists of at least 5 members, and its 
membership meets the composition requirements of PHS Policy IV.A.3.b. 


Attached is a list of the chairperson and members of the IACUC and their names, degrees, 
profession, titles or specialties, and institutional affiliations. 


Degree Title Profession institutional 
Affiliation 
(b)(6) 


| 
| 
| 
| 
| 


D. The IACUC will: 
1) Review at least once every 6 months the Institution's program for humane care and use of 


animals, using the Guide as a basis for evaluation. The IACUC procedures for conducting 
semiannual program reviews are as follows: 
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e The KCVAMC-IACUC conducts a review of the Animal Care and Use Program at least 
once every six months. All members are invited to attend but a minimum of 3 members, 
two of which must be voting are required. 
e The Guide for the Care and Use of Laboratory Animals, supplemented by the USDA 
Animal Welfare Act and Regulations where applicable, are the standards for evaluation. 
e The KCVAMC IACUC uses the “VA Semiannual Evaluation of the Institutional Animal | 
Care and Use Program and Facilities” checklist. The checklist is designed to prompt 
review according to regulatory requirements, and focuses on the minimum standards that 
must be met. The wording in the checklist is not to be interpreted as altering the 
regulatory requirements in any way, but represents guidance from the office of the CVM. 
All sections have references to PHS and The Guide. | 
o Part 1 Checklist, Section A Review of the Program: An administrative evaluation 
_ of all policies, plans, standard procedures and systems under which the | 
institution fulfills its responsibilities, 
» Section I Institutional Policies and Responsibilities includes the following 
areas: (A) Shared Responsibilities; (B) General IACUC Functions; (C) | 
Semiannual Evaluations of the Animal care and Sue Program; (D) 
Standard Operating Procedures; (E) Addressing Concerns about Animal 
Welfare; (F) Reporting to Oversight Entities; (G) Personnel Qualifications 
and Training; (H) Occupational Health and Safety Program (OHSP). 
= Section II Physical Plant — infrastructure and policies and procedures for 
maintenance and functionality. 
« Section III Operations Related to Animal Environment, Housing and 
Management includes the following areas: (A) Physical Environment; (B) 
Husbandry; (C) Animal Procurement and Transportation; (D) Preventive 
Medicine; € Waste Disposal; (F) Pest Control; (G) Medical Supplies; (H) 
Emergency, After Hours, Weekend, and Holiday Animal Care 
= Section IV Veterinary Medical Care include the following areas: (A) Role 
of the Veterinarian; (B) Surgery; (C) Pain, Analgesia, and Anesthesia; (D) 
Euthanasia 
= Section V Animal Care and Use Program Work Orders. Work order 
completed since the previous semiannual program evaluation and work 
order not yet completed. 
e Subcommittees, appointed by the IACUC Chair and composed of no fewer than three 
members (two of which must be voting members), perform semiannual program 
evaluations using the VA Semiannual Evaluation of the Institutional Animal Care and 
Use Program and Facilities Checklists as a guide. 
e Written subcommittee findings are reviewed during a convened I[ACUC meeting. 
Following discussion and any necessary revision, the report is voted on and signed by 
a majority of [IACUC members. 
e The signed report is forwarded to the IO. Ad hoc committees are formed to address 
recommended programmatic changes or identified deficiencies. 
e The IACUC Coordinator is responsible for tracking progress made on pending items 
from semiannual evaluations. Progress is documented and reports are updated once 
all deficiencies have been corrected 
! 


2) Inspect at least once every 6 months all of the Institution's animal facilities, including 
satellite facilities and animal surgical sites, using the Guide as a basis for evaluation. The 
IACUC procedures for conducting semiannual facility inspections are as follows: 
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The KCVAMC-IACUC conducts a review of the Animal Care and Use Program and 

performs inspections of all animal holding and use areas at least once every six 

months. All members are invited to attend but a minimum of 3 members, two of 

which must be voting are required. 

The Guide for the Care and Use of Laboratory Animals, supplemented by the USDA 

Animal Welfare Act and Regulations where applicable, are the standards for 

evaluation. 

The KCVAMC IACUC uses the “VA Semiannual Evaluation of the Institutional 

Animal Care and Use Program and Facilities” checklist 

o Part 1 Checklist, Section B Inspection of the Facilities: Inspection of the Facilities 

focuses on a physical and visual evaluation of building, equipment, and the 
environment in which animals are maintained and utilized. 

.© Section I Implementation of Institutional Policies, sections include (A) 
Performance of Work According to Protocol; (B) Addressing Concerns 
about Animal Welfare; (C) Occupational Health and Safety. 

e Section II Physical Plant — Sections include (A) General - HVAC; Power 
& Lighting, Noise Control and Environment Monitoring; (B) Facilities for 
Sanitation; (C) Storage Areas; (D) Facilities for Aseptic Surgery; (E) 
Special Facilities; (F) Ancillary Areas; (G) Security 
e Section II] Animal Environment, Housing and Management — sections 
include Physical Environment; (B) Husbandry; (C) Animal Procurement 
and Transportation; (D) Preventive Medicine; (E) Waste Disposal; (F) 
Pest Control; (G) Medical Supplies; (H) Emergency, After Hours, 
Weekend and Holiday Care 
e Section [IV Veterinary Medical Care — sections include General, Surgery, 
Pain Distress, Analgesia and Anesthesia, Euthanasia; 
Teams of IACUC members, appointed by the chair and composed of no fewer than 
three members (two of which must be voting members), perform semiannual program 
evaluations using the VA Semiannual Evaluation of the Institutional Animal Care and 
Use Program and Facilities Checklists as a guide. Members may elect to participate 
in any facility inspection regardless of assignment. 
Inspection reports categorize deficiencies as minor or significant and include a 
corrective action plan with completion dates and responsible parties. Inspection 
reports are reviewed during a convened [ACUC meeting. Following discussion and 
any necessary revision, the report is voted on and signed by a majority of IACUC 
members. The signed report is presented /forwarded to the IO for his review and 
signature. 
The IACUC Coordinator is responsible for tracking progress made on pending items 
from semiannual evaluations. Progress is documented and reports are updated once 
all deficiencies have been corrected. 


3) Prepare reports of the IACUC evaluations according to PHS Policy IV.B.3. and submit the 
reports to the Institutional Official. The IACUC procedures for developing reports and 


submitting them to the Institutional Official are as follows: 


Domestic Assurance 


t 


Written reports of LACUC semiannual evaluations are reviewed during a convened 
IACUC meeting. Following discussion and any necessary revision, reports are voted 
on and signed by a majority of IACUC members. 
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The signed report, including a description of the nature and extent of this 
institution’s adherence to the Guide, a list of LACUC-approved departures from the 
PHS Policy and the Guide, the reason for each departure, and any minority views is 
provided to the IO and the ACOS for Research. Additionally, the IO and the ACOS 
are informed, in writing, of non-compliance events, animal welfare concerns, and 
animal use statement (protocol) suspensions. 

Inspection reports categorize deficiencies as minor or significant and include a 
corrective action plan with completion dates and responsible parties. Ad hoc 
committees are formed to address recommended programmatic changes or identified 
deficiencies. The IACUC Coordinator is responsible for tracking progress made on 
pending items from semiannual evaluations. Progress is documented and reports are 
updated once all deficiencies have been corrected. 


4) Review concerns involving the care and use of animals at the Institution. The IACUC 
procedures for reviewing concerns are as follows: 


Domestic Assurance 


The philosophy of the Kansas City VA Medical Center is that it is a privilege to use 
animals in research and instruction, and the Medical Center is committed to 


- protecting animal welfare. The Institutional Animal Care and Use Committee, 


Research Service staff, Animal Research Facility staff, and the Animal Welfare 
Assurance Program rely upon all who work with research animals at our VA to share 
this commitment. Thus, any time any Kansas City VA employee has concerns with 
respect to the animal care or use at Kansas City VA, they are encouraged to report 
the situation immediately. These concerns may include but are not limited to all 
aspects of the Guide. 
Individuals may report their concerns by phone, in writing, or by fax or e-mail if 
confidentiality is not an issue. The person making the report is not required to 
provide his or her name. The Research Office will evaluate the situation with input 
from the Veterinary Medical Officer, attend to the health of the animals if necessary, 
and then complete a report form that is immediately forwarded to the IACUC. The 
IACUC will take appropriate action in a timely manner. 
The procedures outlined below are designed to ensure that any individual can report 
a concern, anonymously if desired, without fear of reprisal. Signage is posted in the 
Animal Research Facility. Any concerns or deficiencies in the care and/or treatment 
of animal or any activities related to animal care that may be improper or inhumane 
should be reported. Concerns may be reported verbally, in writing or by email to 
any of the following: 

o To Investigator and/or direct supervisor 
Veterinarian 
Chair-Institutional Animal Care and Use Committee 
Any IACUC member 
Associate Chief of Staff for Research 
Administrative Officer for Research 
Any ARF Staff 
Note: Anonymous reports may be submitted by interoffice mail addressed to 
“151-xxx (any of the titles above). 


000000 


The anonymity of individuals reporting concerns will be maintained to the degree 


legally possible. No person shall be retaliated against as a result of voicing a concern. 
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The individual(s) against whom the allegations are made will be treated in a fair and 
professional manner throughout the investigation. 

e In emergencies, the Consulting Veterinarian has been given authority to take 
necessary action to relieve animal suffering and address animal welfare issues. The 
concern and action taken by the Consulting Veterinarian will be reported to the ‘ 
IACUC Chair or designee by the end of the next regular business day. The Chair or 
designee will appoint an ad hoc subcommittee as described below. 

e Within 72 hours of receipt of non-emergency concerns, the Chair or designee will 
appoint an ad hoc subcommittee. The subcommittee will be composed of no less than 

three [ACUC members (two of which must be voting). The subcommittee will report 
its findings to the IACUC at the next scheduled or called meeting. 

e After reviewing the facts surrounding the violation and after having given the 
investigator opportunity to present his/her case to the IACUC, the IACUC will take 
appropriate corrective action. This action may range from but is not limited to 
requiring more frequent inspections and/or monitoring, requiring additional training, 
placing the Principal Investigator on probation for a period of time, removing 
certification of certain individuals associated with the violation, to suspension of the 
approval of the Animal Component of Research Proposal (ACORP). 

e The IACUC may suspend an activity or impose lesser corrective remedies if activities 
are not conducted in accordance with an approved ACORP or applicable provisions 
of the Animal Welfare Act, the Guide, this Assurance, or PHS Policy only after 
review of the matter at a convened meeting of a quorum of the LACUC and with the 
vote of a majority of the quorum present. A written summary of findings and actions 
is forwarded to the 10, the Principal Investigator and all other required parties. 
Animal activity suspension is further described in section III.D.10 below. 


5) Make written recommendations to the Institutional Official regarding any aspect of the 
Institution's animal program, facilities, or personnel training. The procedures for making 
recommendations to the Institutional Official are as follows: 


weed eel melee ates aera mare 


e Written reports of [ACUC semiannual program review and facility inspections are 
submitted to the IO following LACUC approval. 
’ e Additionally, the IO is informed, in writing, of non-compliance events, animal 
welfare concerns, and Animal Use Statement (protocol) suspensions. 
The IO or his designee regularly attends [ACUC meetings as an ex-officio member. 
The ACOS for Research meets regularly with the IO to discuss program needs and 
direction. 


6) Review and approve, require modifications in (to secure approval), or withhold approval of 
PHS-supported activities related to the care and use of animals according to PHS Policy 
IV.C.1-3. The IACUC procedures for protocol review are as follows: 


The IACUC convenes monthly to consider animal care and use related issues and protocols. 
An agenda is circulated to all committee members at least three days prior to the scheduled 
meeting. A list of all applications and proposals for the use of live vertebrate animals is 
included with the agenda. All new proposals for any use of animals undergo full IACUC 
review. Review of proposals is based on criteria including, but not limited to the following i) 
Guide for the Care and Use of Laboratory Animals; ii) American Veterinary Medical 
Association’s Panel on Euthanasia (J. Am. Vet. Med. Assoc. 202: 229-249, 1993); iii) PHS 
Policy; iv) Animal Welfare Act; v) U.S. Government Principles; and vi) current standards of 
accepted veterinary practice 
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Initial Submission New Study 


The ANIMAL COMPONENT OF RESEARCH PROTOCOL VERSION 4 is submitted to the [ACUC 
Coordinator 


Pre-Review 


Veterinary Review - All new ACORPS must be sent to the Consulting Veterinarian for pre- 
review prior to submission to the IACUC. The Consulting Veterinarian assures 
appropriateness of described procedures, husbandry methods, drug selection and dose, pain 
and distress monitoring, and endpoint determination, and if the pain/distress category is 
appropriate based on IACUC and USDA guidance. The Consulting veterinarian will provide 
feedback to the investigator within 4 business days. 


Administrative Review —1ACUC Coordinator accepts the submission, assigns a study 
number, and performs a basic review to verify completion of all relevant sections and 
appendixes. If required, the coordinator contacts the PI to require completion of any missing 
information. 


Safety Review - Allnew ACORPS are forwarded to the Safety Committee for review of bio- 
safety and radiation concerns. 


JACUC Review 


All ACORPs must be approved by the IACUC regardless of funding source. The IACUC 
uses Full Committee Review (FCR) for all new study submissions. No member may 
participate in the [ACUC review or approval of a research project in which member has a 
conflict of interest except to provide information requested by the IACUC; nor may a 
member who has a conflicting interest contribute to the constitution of a quorum. 


For all studies involving potential pain/distress, the IACUC requires an alternative search 
regardless of species. Additionally, all protocols must identify how pain and distress will be 
assessed and define specific endpoints. 


Full Committee Review (FCR) 

FCR occurs only at a convened meeting and a quorum is necessary for any business to be 
conducted by the IACUC. An IACUC member, hereafter referred to as the primary reviewer, 
appointed by the chair reviews the ACORP. All queries by the primary reviewer along with 
queries generated in the protocol pre-review are forwarded to the PI for resolution and 
ACORP modification. Approve, require modifications to secure approval, or approval 
withheld are the only allowed protocol dispositions for FCR. Protocol disposition is 
determined by majority vote of the quorum present. When modification is needed to secure 
approval, a quorum of members present at a convened meeting may decide to use Designated 
Member Review (DMR) provision by unanimous vote. If electing to use DMR, the IACUC 
Chairperson appoints two or more appropriately qualified [ACUC members to serve as the 
designated reviewers. All members of [ACUC have agreed, in writing, to this provision in 
advance. Any IACUC member at any time, may request to see the full ACORP and/or 
request FCR prior to approval. 


Designated Member Review (DMR) 

DMR provision is not used for initial review of any new study. DMR provision is only used 
(a) to review Modifications Required to Secure Approval after full committee review (FCR) 
or (b) for review of amendments/addendums that are not significant changes to an existing 
protocol (as indicated below under Submission of Amendments). The only allowed protocol 
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dispositions for DMR are Approved, Require Modifications to Secure Approval or referral to 
FCR. 


DMR provision for “Modifications Required to Secure Approval” after FCR, 

e When IACUC during FCR decides to use DMR provision for required modifications 
review to secure approval of the protocol, then the [ACUC Chairperson in consensus with 
committee members appoints two appropriately qualified IACUC members (VA 
requirement of 2 members for DMR) to serve as the designated reviewers. 

e The IACUC Coordinator sends required modifications request memo to Investigator. On 
receipt of all required modification documents from Investigator, IACUC Coordinator 
sends the memo and all modified documents (provided by Investigator) to designated 
reviewers for DMR by email at the same time. 

e The designated reviewers are given three business days to complete their review of the 
required modifications of the identical version of the protocol. Both reviewers make their 
comments on the email and the [ACUC Coordinator ensures that both reviewers have 
reviewed all documents and that both are unanimous in their decision regarding the 
outcome of the protocol review. If any designated reviewer request for additional 
modifications/clarifications of the protocol then the request of such modifications (when 
received by IACUC Coordinator) is sent to other reviewer via email to make him/her 
aware of and agree to the modification. In such case designated reviewers are provided an 
additional three business days to review the documents. When both designated reviewer’ 
agrees unanimously in their decisions about required modifications 


DMR of an Amendment/Addendum, 

e The IACUC Coordinator sends all documents received with the amendment/addendum, 
request to all [ACUC voting members via email. Committee members are directed to 
reply with any comments or requests for full committee review within 3 business days. If 
any additional documents are requested during that time — all committee members are 
sent the additional requested information to ensures that all members are reviewing the 
identical version of the documents. 

e Ifno member requests full committee review within 3 business days, then the IACUC 
Chairperson and/or veterinarian determines if the submitted amendment/addendum meets 
the conditions for DMR. If electing to use DMR, the [ACUC Chairperson appoints two 
or more appropriately qualified IACUC members (VA requirement of 2 members for 
DMR) to serve as the designated reviewers. 

e Designated reviewers are requested to make their determination for modifications and/or 
approval on the submitted amendment/addendum and reply to the [ACUC Coordinator by 
email. The IACUC Coordinator ensures that both reviewers are aware of and agree with 

. the requested modifications and/or approval communication by any one of the reviewer. 
Both reviewers be unanimous in their decision regarding the outcome of 
amendment/addendum review. 


7) Review and approve, require modifications in (to secure approval), or withhold approval of 
proposed significant changes regarding the use of animals in ongoing activities according to 
PHS Policy IV.C. The IACUC procedures for reviewing proposed significant changes in ongoing 
research projects are as follows: 


Submission of Amendments 
Changes or modifications to approved protocols, hereafter referred to as amendments for animal 
use must be reviewed and approved by the IACUC prior to being implemented by investigators. 
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e For significant changes to existing protocols, anew ANIMAL COMPONENT OF RESEARCH 
PROTOCOL (ACORP) VERSION 4 is submitted to the [ACUC Coordinator. FCR is 
required for new ACORP submissions. 


Examples of significant protocol changes to an existing protocol that require a new 
ACORP and FCR are as follows: 
o Revision of the hypothesis that will be tested or change of objectives; 
o Increases in the anticipated level of pain and distress for a proposed procedure 
relative to the originally-approved procedure; 
o Use of a different animal species; 
o Substitution of a survival surgery procedure for a non-survival procedure, or 
change from non-survival to survival; 
o Addition of multi-step surgeries; 
o Addition of new hazardous compounds for a protocol that previously did not use 
hazardous agents; 
o Change of principal investigator 
o Changes that impact personnel safety 


e For amendments/addendums that are not significant changes to an existing protocol, an 
ADDENDUM form can be completed and submitted to the IACUC coordinator. DMR 
can be requested for ADDENDUMS. 


Examples of amendment/addendum requests to an existing protocol that can be reviewed 
by DMR: 
o Requesting more animals to use in the same procedures or to test in the same 
model; 
Adding additional compounds to test; 
Modifying an existing surgical procedure; 
changing the type or dosing of analgesia, 
Addition of additional blood collections to an existing protocol 
Change in source of animals ; 
Addition of noninvasive procedures 
Changes which result in a decrease of invasive procedures 
Addition or deletion of personnel (excluding the PI) 


00000000 


Pre-Review 
Procedures are the same as stated in Section I].D.6 


LACUC Review 
Procedures are the same as stated in Section III.D.6 


Full Committee Review (FCR) ; 
Procedures are the same as stated in Section ITI.D.6 


Designated Member Review (DMR) 
Procedures are the same as stated in Section III.D.6 


8) Notify investigators and the Institution in writing of its decision to approve or withhold 
approval of those activities related to the care and use of animals, or of modifications 
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required to secure IACUC approval according to PHS Policy IV.C.4. The IACUC procedures to 
notify investigators and the Institution of its decisions regarding protocol review are as 
follows: 


The IACU Chair notifies investigators and the IO in writing of the committee’s decision to 
approve or withhold approval of those activities related to the care and use of animals, or of 
modifications required to secure IACUC approval. If the LACUC withholds approval of an 
activity, the committee includes in its written notification to the investigator a statement of 
the reasons for the decision and provides the investigator an opportunity to respond in 
writing. All decision regarding protocol approval, protocol modifications, and annual review 
of protocols are recorded in the monthly [ACUC agenda and minutes, which are circulated to 
the IACUC and the IO (via the Research and Development Committee). 


Conduct continuing review of each previously approved, ongoing activity covered by PHS 
Policy at appropriate intervals as determined by the IACUC, including a complete review at 
least once every 3 years according to PHS Policy IV.C.1.-5. The IACUC procedures for 
conducting continuing reviews are as follows: 


The IACUC reviews all ongoing animal protocols at least annually. Review is conducted to 
assure continued compliance with applicable laws, regulations and policies. All ACORPs are 
approved for a three-year period regardless of fund source. Continuation of work beyond the 
third year requires [ACUC approval of a de novo ACORP submission. De novo submissions 
are reviewed and approved as described in Part III.D.6 above. An annual renewal application 
must be submitted at least 45 days prior to the first and second approval anniversary of all 
ACORPS. 


Continuing review of previously approved ongoing activities will be conducted at yearly 
intervals, or more frequently, as determined by the IACUC. A one-page renewal form for 
continuing review is provided to the investigator by the IACUC, via the Research Office, 
requesting information regarding the status of the project (active or inactive) and whether 
there are changes to the project. If no significant changes are noted by the individual 
submitting the renewal, the form will be reviewed by the Research Office and then presented 
to the LACUC as an agenda item at the next convened meeting. Activities with modifications 
will be noted for the IACUC. All projects will be subject to a de novo review at least once 
every three years 


10) Be authorized to suspend an activity involving animals according to PHS Policy IV.C.6. The 


IACUC procedures for suspending an ongoing activity are as follows: 


The IACUC may suspend an activity that it previously approved if it determines activities are 
not conducted in accordance with an approved ACORP or applicable provisions of the 
Animal Welfare Act, the Guide, this Assurance, or PHS Policy only after review of the 
matter at a convened meeting of a quorum of the IACUC and with the suspension vote of a 
majority of the quorum present. If the LACUC suspends an activity involving animals, the IO 
and the ACOS in consultation with the IACUC shall review the reasons for suspension, take 
appropriate corrective action, and report that action with full explanation to OLAW. 


E. The risk-based occupational health and safety program for personne! working in laboratory 


animal facilities and personnel who have frequent contact with animals is as follows: 


1) 


Control and Prevention Strategies: 
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Prevention strategies for the KCVAMC Occupational Health Program is a coordinated effort 
between the Employee Health Service, Safety Office and the Animal Care and Use Program. New 
employees joining the Research Service at the KCVAMC are required to indicate if their job 
responsibilities include work and/or exposure with laboratory animals, if so, then they are required to 
receive training on risks involved with animal exposure and/or interactions including information 
about zoonosis. In addition, all personnel who work in our laboratory animal facility or on animal 
research experiments are required to take the web-based infection control course and training on fire 
and chemical safety 


All Animal Facility staff and researchers who use the facility undergo a pre-employment physical 
examination including immunizations for relevant pathogens, TB test, and rabies titer through the 
KCVAMC Employee Health Service to record and maintain health history to ensure that animal 
work does not pose unnecessary risks. In addition, annual health evaluations are also conducted and 
reviewed by medically trained personnel meeting federal, state and local HIPAA regulations. 


2) Hazard identification and risk assessment: 
Kansas City VA Medical Center has established programs for hazard identification. These programs 
are designed to communicate hazards in the workplace. Hazards include chemical, biological, and 
physical agents. Detailed information regarding laboratory safety and chemical, biological, and 
physical agent hazards can be found in the “Kansas City VA Laboratory Safety Manual and 
Chemical Hygiene Plan” 


In addition, all animal protocols are also reviewed by our Institutional Biosafety/ Research Safety 
Committee to identify associated hazards and risk levels based upon by potential for exposure to 
blood-borme and airborne pathogens, physical agents, or chemicals and the outlined procedures and 
specific mitigation practices for the personnel. 


Both the Facility Environment of Care Committee and the Research Safety Committee conduct 
semi-annual inspections of all lab areas to identify associate hazards. When hazards are identified, 
corrective action procedures are communicated to the ACOS for Research and lab personnel. 


Facilities, equipment. and monitoring 

Hazardous materials are contained within the study environment and animal housing area through a 
combination of husbandry practices, engineering controls, administrative controls, and PPE use. 
Husbandry practices to ensure personnel safety include use of individual ventilated caging system 
for rodents and use of primary containment devices such as biological safety cabinets, chemical 
fume hoods, and cage change stations. Administrative controls to reduce inadvertent exposure 
include institutional policies, facility access restriction, IACUC SOP, Laboratory Safety Manual and 
Chemical Hygiene Plan and required employee trainings. In addition, Personal Protective Equipment 
(PPE) is provided to individuals based on work location and scope of work and may include 
disposable outerwear, eye protection, face protection, respiratory protection, gloves and footwear. 


Personal hygiene 
A high standard of personal hygiene is essential to the successful operation of the program. Hand 


washing and/or showering is encouraged. Smoking is prohibited in all areas of the animal facility. 


Sinks, along with soap and hand towels are available throughout the Animal Research Facility. 
Personnel must remove PPE prior to exiting animal facilities. Eating and drinking are permitted only 
in rooms in which animals are not housed and laboratory chemicals are not used. 


Animal experimentation involving hazards 
All research personnel with job responsibilities requiring exposure to animals, hazardous materials, 


etc., are monitored by Kansas City VA Medical Center according to OSHA regulations. All 
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employees are assessed for risk related to their job assignments; training is provided relative to that 
risk. Risk levels are determined by potential for exposure to blood, blood-borne pathogens, physical 
agents and/or chemicals. Risk assessment also includes consideration of pregnancy, illness or 
immunocompromised. 


The Research Safety Committee oversees the use of biological, chemical, and radiological hazards. 
No hazardous materials may be used in animal research without the Research Safety Committee 
review and approval. The Research Safety Committee approval is required before final approval is 
given. 


Husbandry practices to ensure personnel safety include use of micro-isolator caging for rodents and 
biosafety cabinets for cage manipulation of rodents exposed to biohazards. Engineering controls 
used to prevent and minimize personnel hazard exposure include negative pressure containment, 
anesthetic waste gas scavenging, and use of primary containment devices including: biological 
safety cabinets, chemical fume hoods, and cage change stations. 


Protective clothing will be worn to enter all animal housing areas and when working with animals in 
procedures areas. All animal care staff are provided with surgical scrubs to wear during work hours. 
Supply of these scrubs is sufficient for several clothes changes per day. Scrubs are laundered by the 
Kansas City VAMC. Other protective gear provided includes disposable outerwear, rubber aprons, 
and boots, disposable shoe covers, masks, and head covers, latex gloves, rubber gloves, safety 
glasses, surgical gowns. The animal research facility has shower and hand-washing facilities in the 
men’s rest room. A shower/locker facility for female employees is available adjacent to the animal 
facility. 


Medical evaluation and preventive medicine for personnel 
All individuals with direct animal contact and noncontact personnel that enter animal facilities are 
included in the KCVAMC Occupational Health Program (OHP). Personnel enroll in the OHP 

- undergo a health assessment. The assessment flags individuals who report health issues that may be 
aggravated by work in an animal facility for consultation with a health professional. Individuals 
flagged as “pending medical review” are contacted and offered an opportunity for follow-up 
consultation with a health professional. 


Employees exposed to hazardous agents; infectious or otherwise, are instructed to report the incident 
to their supervisor and then to Employee Health Service. On-the-job injuries are given priority 
either by Employee Health Service or the VA Medical Center Emergency Room. 


Personnel are required to notify their immediate supervisor of all work place injuries. The 
supervisor must file a VA Form 2162 when they become aware of a worker’s work-related injury or 
illness, completing VA Form 2162 within 5 days after notification by an employee who reports the 
incident and closing VA Form 2162 in ASISTS when the incident investigation is complete. 


{ 
F. The total gross number of square feet in each animal facility (including each satellite facility), the 
species of animals housed there and the average daily inventory of animals, by species, in each 

facility is provided in the attached Facility and Species Inventory table. 
[Complete the Facility and Species Inventory table provided (see Part X.). i 

Note: list common names for animal species, e.g., mouse, rat, rhesus, baboon, zebrafish, 

African clawed frog. | 

Note: animal areas (buildings/rooms) may be represented by a number or symbol in this 
submission to OLAW.] 

| G. The training or instruction available to scientists, animal technicians, and other personnel | 
involved in animal care, treatment, or use is as follows: | 

| 

| 

i 
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Training for all Kansas City VAMC personnel who use animals or are [ACUC members involves 


a two-fold approach. First, new employees are requested to indicate whether or not work 
involves care and use of animals in research and whether they will be an IACUC member. If so, 
these employees are required to receive orientation by the research office. This orientation is - 


‘governed by standard operating procedures on training (SOP-Animal Care and Use Training 


Program). New employees who will work with animal protocols must review a written 
document on regulations governing animal care and use, humane care and use, zoonosis, allergy, 
and other health issues related to animal care and use. They are required to complete the CITI 
Program modules on Animal Training and review the Guide for the Care and Use of Laboratory 
Animals and the Standard Operating Procedures for the program. Training includes instruction 
aimed at 1) Reduction—limiting or minimizing the number of animals used in research; 2) 
Refinement—limiting or minimizing animal pain or distress; and 3) Replacement—whenever 
possible, replacing the use of animals in research protocols with less sentient species. They then 
must sign an affirmation of completion (in the Scope of Practice), which serves as 
documentation of their initial training. 


New IACUC members receive an orientation provided by the IACUC Chair, IACUC 
Coordinator and ACOS for Research Service. The orientation consists of the following: 


e Discussion of LACUC Member Responsibilities, including the Protocol Review and 
Laboratory Inspection, 


e IACUC Full Committee review and the Designated Review process and new members are 
told that any member could read and evaluate any protocol even if not assigned to do so. 


e Discussion of the current Animal Use Protocol Form (ACORP) and what the investigators 
are expected to provide in each section. Attention is given to the importance of the correct 
use of the literature search, complete description of animal handling procedures, issues of 
pain and distress, justification of the numbers of animals needed, and the justification of the 
use of animals. 


e Links to the following 


1. The PHS Policy 

2. The Guide 

3. USDA/ APHIS website) 

4. The AVMA Guidelines on Euthanasia 

5. Protocol Review Checklist 

6. Blank Protocol Review Form 

7. Laboratory Inspection Checklist 

8. Program Review Checklist 

9. The Whistleblower Policy 
10. Institutional Animal Care and Use Committee SOP. 
11. Citi Program web site to take the Essentials for [ACUC Members training 


e Continued education/training is also provided at least semi-annually to all IACUC Members. 
Topics regarding [ACUC review process are discussed. 
e All LACUC members are encouraged to attend IACUC Conferences and/or workshops 


Institutional Program Evaluation and Accreditation 


All of this Institution's programs and facilities (including satellite facilities) for activities involving animals 
have been evaluated by the IACUC within the past 6 months and will be reevaluated by the IACUC at 
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least once every 6 months according to PHS Policy IV.B.1.-2. Reports have been and will continue to be 
prepared according to PHS Policy IV.B.3. All IACUC semiannual reports will include a description of the 
nature and extent of this Institution’s adherence to the PHS Policy and the Guide. Any departures from 
the Guide will be identified specifically and reasons for each departure will be stated. Reports will 
distinguish significant deficiencies from minor deficiencies. Where program or facility deficiencies are 
noted, reports will contain a reasonable and specific plan and schedule for correcting each deficiency. 
Semiannual reports of the IACUC’s evaluations will be submitted to the Institutional Official. Semiannual 
reports of IACUC evaluations will be maintained by this Institution and made available to the OLAW upon 
request. 
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(1) This Institution is Category 1 — accredited by the Association for Assessment and Accreditation 
of Laboratory Animal Care International (AAALAC) &. As noted above, reports of the IACUC’s 
semiannual evaluations (program reviews and facility inspections) will be made available upon 
request. 


V. Recordkeeping Requirements 


A. This Institution will maintain for at least 3 years: 

1. Acopy of this Assurance and any modifications made to it, as approved by the PHS 

2. Minutes of IACUC meetings, including records of attendance, activities of the committee, and 
committee deliberations 

3. Records of applications, proposals, and proposed significant changes in the care and use of 
animals and whether IACUC approval was granted or withheld 

4. Records of semiannual IACUC reports and recommendations (including minority views) as 
forwarded to the Institutional Official, Kathleen Fogarty Medical Center Director. | 

5. Records of accrediting body determinations 


B. This Institution will maintain records that relate directly to applications, proposals, and proposed 
changes in ongoing activities reviewed and approved by the IACUC for the duration of the 
activity and for an additional 3 years after completion of the activity. 


C. All records shall be accessible for inspection and copying by authorized OLAW or other PHS 
representatives at reasonable times and in a reasonable manner. 


VI. Reporting Requirements 


A. The Institutional reporting period is the calendar year (January 1 - December 31). The TACUC, 
through the Institutional Official, will submit an annual report to OLAW by January 31 of each 
year. The annual report will include: 

1. Any change in the accreditation status of the Institution (e.g., if the Institution obtains 
accreditation by AAALAC or AAALAC accreditation is revoked) 

2. Any change in the description of the Institution's program for animal care and use as 
described in this Assurance 

3. Any change in the IACUC membership 

4. Notification of the dates that the IACUC conducted its semiannual evaluations of the 
Institution's program and facilities (including satellite facilities) and submitted the evaluations 
to the Institutional Official, Kathleen Fogarty Medica/ Center Director.. 

5. Any minority views filed by members of the IACUC 


B. The IACUC, through the Institutional Official, will promptly provide OLAW with a full explanation 
of the circumstances and actions taken with respect to: 
1. Any serious or continuing noncompliance with the PHS Policy ) 
2. Any serious deviations from the provisions of the Guide 
3. Any suspension of an activity by the IACUC 


C. Reports filed under VI.A. and VI.B. above should include any minority views filed by members of 
the IACUC. 


‘ 
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VII. Institutional Endorsement and PHS Approval 


: A. Authorized Institutional Official 


| Name: Kathleen R. Fogarty 


| 
| 
| 
re 
| 


t : 
| Title: Director 


Name of Institution: Department of Veterans Affairs Medical center ! 
Address: (street, city, state, country, postal code) . - | 


| 4801 E. Linwood boulevard, Kansas City, MO 64128 


a 


Acting officially in an authorized capacity on behalf of this Institution and with an understanding of 
the Institution's responsibilities under this Assurance, I assure the humane care and use of animals, 
as specified abov 


: Le Lies 


| Signature: 


| 
Date: 12/28/2018 ) | 
| 
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VIII. Membership of the IACUC 


Date: 9-25-2018 | 
Name of Institution: | Kansas City VA Medical Center 


Assurance Number: A-3752-01 | 


IACUC Chairperson 


Name’:. William Suo 


nn a a ne nn ne sn tee wre et 


| Title": Medical Research Scientist M.D. 


ree/Credentials’: 


{ 
D 
i 


TACUC Roster 


\ 


| PHS Policy Membership 


Requirements" ~~ 


: Name of Member/ Degree/ 
| Code™ | Credentials 


| VOTING MEMBERS 


Position Title""* 


i 


Domestic Assurance 12/25/2018 17 


ee ta ce 


ne epeenncevey nine 


saved eweaeranceheleds ew cusversnnncecced dee wenantebwetenserpectvenss tarweneehmemetsmemecinaninteimawnaesrid emegh barn a 


nny 


12/25/2018 


* This information is mandatory. 


*" Names of members, other than the chairperson and veterinarian, may be represented by a 
number or symbol in this submission to OLAW. Sufficient information to determine that all 
appointees are appropriately qualified must be provided and the identity of each member must be 
readily ascertainable by the institution and available to authorized OLAW or other PHS 
representatives upon request. 


a 


List specific position titles for all members, including nonaffiliated (e.g., banker, teacher, 


volunteer fireman; not “community member” or “retired”). 


weee 


Veterinarian 


Scientist 


Nonscientist 


Nonaffiliated 


PHS Policy Membership Requirements: 


veterinarian with training or experience in laboratory animal science and 
medicine or in the use of the species at the institution, who has direct or 
delegated program authority and responsibility for activities involving animals 
at the institution. 


practicing scientist experienced in research involving animals. 


member whose primary concerns are in a nonscientific area (e.g., ethicist, 
lawyer, member of the clergy). 


individual who is not affiliated with the institution in any way other than as a 
member of the IACUC, and is not a member of the immediate family of a 
person who is affiliated with the institution. This member is expected to 
represent general community interests in the proper care and use of animals 
and should not be a laboratory animal user. A consulting veterinarian may not 
be considered nonaffiliated. 


[Note: all members must be appointed by the CEO (or individual with specific written delegation to 
appoint members) and must be voting members. Non-voting members and alternate members 
must be so identified.] 


IX. Other Key Contacts (optional) 


If there are other individuals within the Institution who may be contacted regarding this Assurance, 
please provide information below. 


ee ene 


, Contact #1 


[Oe 


Contact #2 


(b)(6) ° 


Domestic Assurance 


12/25/2018 18 


oe I eS a 


X. 


¥ 


Domestic Assurance 12/25/2018 1 


12/25/2018 
Facility and Species Inventory 


Date: 9/25/2018 


Name of Institution: Kansas City VA Medical Center 


Assurance Number: A3752-0i 


Species Housed [use common 
names, @.g., mouse, rat, 
rhesus, baboon, zebrafish, 
African clawed frog] 


Gross Square 
Feet [include 
service areas] 


Animal Research 
Facility (Building 6 6803 


Approximate 
Average Daily 
Inventory 


Laboratory, Unit, or 
Building” 


945 daily avg 


rennin soya: 


RAT 54 daily avg 


i 


f 


| | 


| 


i 


§ 
+ 

» 

f 


“Institutions may identify animal areas (buildings/rooms) by a number or symbol in this submission 
to OLAW. However, the name and location must be provided to OLAW upon request. - 


0 


PALE LITERS 


According to the Paperwork Reduction Act of 1995, an agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless 


it displays a valid OMB control number. The valid OMB control number for this information collection is 0579-0036. The time required to complete this information Cee cine: ED 
collection is estimated to average 2 hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data 
needed, and completing and reviewing the collection of information. 
This repart is required by law (7 U.S.C. 2143). Failure to report according to the regulations can result in an order to cease and desist Interagency Report Contra! Fiscal Year: 2019 
and to be subject to penalties as provided far in Section-2150. No. 0180-DOA-AN — 
UNITED STATES DEPARTMENT OF AGRICULTURE REGISTRATION NUMBER: RN: 43-V/-0002 CN:1374 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE Guvecenee Sndebar: : ’ A 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include ZIP Code} 


Kansas City VAMC (589) 4801 E Linwood Blvd Ke 
Telephone: (816) 922-2757 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach adaitional sheets if 
necessary.) 


ANNUAL REPORT OF RESEARCH FACILITY 


{TYPE OR PRINT) 


FACILITY LOCATIONS (Sites) See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 70234.) 


Number of animals upon Number of animals upon which teaching, 
which experiments, experiments, research, surgery, or tests were 
teaching, research, conducted involving accompanying pain or 
surgery, or tests were distress to the animals and for which the use of 


Number of animals 
upon which 
teaching, research, 


Number of animals 
being bred, 


Animals Covered By conditioned, or held eippnicenicc: conducted involving appropriate anesthetic, analgesic, or TOTAL NUMBER 
The Animal for use in teaching, ‘ie a a iors . accompanying pain or tranquilizing drugs would have adversely OF ANIMALS 
Welfare Regulations testing, experiments, condictediieuoliin distress to the animals affected the procedures, results, or 
research, or surgery AB RAIN IGex a and for which interpretation of the teaching, research, (Cols. C + D+ E) 
but not yet used for fe a of . ain tek evi n appropriate anesthetic, experiments, surgery, or tests. (An explanation. 
such purposes. P 9 analgesic, or of the procedures producing pain or distress on 


drugs. 


tranquilizing drugs were these animais and the reasons such drugs 


were not used must be attached {a this report.) 


9. Non-human Primates 


10. Sheep 


11. Pigs 


12, Other Farm Animals 


n/a 


13. Other Animals 


n/a 
n/a 


n/a 


ASSURANCE STATEMENTS 


1.) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actua! research, teaching, testing, surgery. or experimentation were followed by this research facility. 


| 2.} Each principal investigator has considered alternatives to painful procedures. 


3.) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator 
and approved by the Institulional Animal Care and Use Committee (IACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the IACUC approved 
exceptions, this summary includes a brief explanation of the exceptions. as weil as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provisions of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer {C.E.0.) or Legally Responsible institutional Official (LO.}) 
{ cently that the above is true, correct. and complete (7 USC Section 2143}. 


NAME AND TITLE OF C.E.0. OR 1.0. {Type or Print) 


David Isaacks, FACHE Director 


DATE SIGNED 


4/30/2020 


SIGNATURE OF C.E.0. OR 1.0. 
H Digitally signed by David B. Isaacks 272543 
David B. Isaacks 172543 pee ane oaros oso 


APHIS FORHA 7023 
SUL 2013 


a 


a 


- APHIS Form 7023 Site Addendum for FY: 


Registration Number: 
Customer ID Number: 


Facility Business Address Information: 


Telephone: 


Facilities Site(s) Address Information: 


Site Code(s): 


DEPARTMENT OF THE NAVY 
NAVAL MEDICAL FORCES PACIFIC 
4170 NORMAN SCOTT ROAD 
SAN DIEGO, CA 92136-5501 


IN REPLY REFER TO: 


5720 
Ser 00L/0059 
7 Feb 20 
Mr. Russ Kick 
333 Washington Street Suite 850 
Boston, MA 02108 | 
REF: DON-NAV Y-2020-003045 
——~  c-  _Dear Mr Kick: 2 se RS ee eet el on tee nae eae ste edie eet Seeds 


Thank you for your Freedom of Information Act (FOIA) request dated December 23, 2019 

and received in our office on December 31, 2019. Your request was for specifically for “‘1a) 

According to The Guide for the Care and Use of Laboratory Animals (The Guide), 8th edition, 

all entities must have a system in place for anyone (insiders or members of the public) to report 

concerns regarding animal welfare at a facility. These reports are either made directly to the 

IACUC Chair or a designated representative, or they eventually are routed to the IACUC 

Chair/representative. We request all such reported concerns received by the Chair since January 

1, 2019. (This would encompass all appendices, annexes, attachments, and accompanying 

documents, including photos and videos in their original formats and resolution.) 1b) Further, for 

all such reported concerns deemed supported, we request the notification sent to the Institutional 

Official. The time frame is January 1, 2019, to present. (This would encompass all appendices, 

annexes, attachments, and accompanying documents, including photos and videos in their 

original formats and resolution.) 2a) Per The Guide, all entities must have a system in place for 

investigators to notify the IACUC and/or attending veterinarian of adverse events, unexpected or 

unanticipated outcomes, violations of protocols, and other incidents involving animal welfare 

that occur during their studies/experiments. We request all such notifications received by the | 

TACUC or AV since January 1, 2019. (This would encompass all appendices, annexes, 

attachments, and accompanying documents, including photos and videos in their ir original formats 
—~=—-= and résolution.) 2b) Further, we request all notifications se sent to the Institutional Official | 

regarding these reported incidents. The time frame is January 1, 2019, to present.” 


Since we must coordinate and consult with another agency or another Navy activity, we are 
availing ourselves of the 10 working day extension of response time provided in the Department 
of the Navy FOIA regulations (32 CFR §701.8(g)(2)). 


We will send a final reply to you on or before February 17, 2020. 


ee amiemetn <A ae em 
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2 


5720 
Ser 00L/0059 
7 Feb 20 


If you have any questions regarding our response to your request, please contact the 
undersigned, Commander Edward B. O’Brien, JAGC, USN, Staff Judge Advocate. He can be 


reached at edward.b.obrien.mil@mail.mil. 


Sincerely, e 
b, i — 
\ | E. B. O’BRIEN 
Commander, U.S. Navy 


ee ee eee ee SEC IreCuOne se 
- : of the Commander 


ete a, = 
eee ——_ 3a: 


DEPARTMENT OF THE NAVY 
- NAVAL MEDICAL FORCES PACIFIC : 
4170 NORMAN SCOTT ROAD 
SAN DIEGO, CA 92136-5501 


~ 


IN REPLY REFER TO: 


5720 ; 
Ser 00L/0078 
18 Feb 20 
Mr. Russ Kick f 
333 Washington Street Suite 850 
Boston, MA 02108 ; . 
Dear Mr Kick: 


This further responds to your Freedom of Information Act (FOIA) request of December 23, 
2019. Your request was received by this office on December 31, 2019. Your request was for 
specifically for “la) According to The Guide for the Care and Use of Laboratory Animals (The 
Guide), 8th edition, all entities must have a system in place for anyone (insiders or members of 
the public) to report concerns regarding animal welfare at a facility. These reports are either 
made directly to the LACUC Chair or a designated representative, or they eventually are routed to 
the IACUC Chair/representative. We request all such reported concerns received by the Chair 
since January 1, 2019. (This would encompass all appendices, annexes, attachments, and 
accompanying documents, including photos and videos in their original formats and resolution.) 
1b) Further, for all such reported concerns deemed supported, we request the notification sent to 
the Institutional Official. The time frame is January 1, 2019, to present. (This would encompass 
all appendices, annexes, attachments, and accompanying documents, including photos and 
videos in their original formats and resolution.) 2a) Per The Guide, all entities must have a 
system in place for investigators to notify the IACUC and/or attending veterinarian of adverse 
events, unexpected or unanticipated outcomes, violations of protocols, and other incidents 
involving animal welfare that occur during their studies/experiments. We request all such 
notifications received by the [ACUC or AV since January 1, 2019. (This would encompass all 
appendices, annexes, attachments, and accompanying documents, including photos and videos in 
their original formats and resolution.) 2b) Further, we request all notifications sent to the 
Institutional Official regarding these reported incidents. The time frame is January 1, 2019, to 
present.” Your request was assigned local Case File Number 014-20. 


The releasable records responsive to your request are provided in enclosure (1). Our review of 
enclosure (1) revealed that the records contain personal identifiers (such as names of third 
parties), the release of which would constitute an unwarranted invasion of personal privacy. 
Accordingly, we must partially deny your request and redact (withhold) this information 
pursuant to FOIA Exemption 5 United States Code §5 52(b)(6). In addition, our review of 
enclosure (1) revealed that the responsive records contained information concerning personnel 
“in overseas, sensitive, or routinely deployable units.” Accordingly, we must partially deny your 
request and redact (withhold) this information pursuant to FOIA Exemption 5 United States 
Code §552(b)(3). 


“Ag ok 
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5720 
Ser 00L/ 0078 
18 Feb 20 


There were no assessable fees associated with the processing of your FOIA request. 


This partial denial of your request is made on behalf of Commander, Naval Medical Forces 
Pacific (NAVMEDFORPAC), as an Initial Denial Authority for records under the FOIA. You 
may appeal this denial, in writing, to the Judge Advocate General of the Navy (Code 14), 1322 
Patterson Avenue SE, Suite 3000, Washington Navy Yard, DC 20374-5066. 7 

Your appeal must be postmarked within 90 days from the date of this letter to be considered. 

A rational statement as to why your appeal should be granted along with a copy of this letter and 
any supporting documentation should be attached as well. The appeal letter and envelope : 
containing your appeal should bear the notation, “Freedom of Information Act Appeal”. - 


For this determination, you have the right to seek dispute resolution services from the DoD 
Navy Component FOIA Public Liaison, Mr. Christopher Julka, at (703) 697-0031, at 
Christopher.a.julka@navy.mil, or the Office of Government Informational Services (OGIS) at 
https://www.archives. gov/ogis/about-ogis/contact-information. 


If you have any questions regarding our response to your request, please contact the 
undersigned, Commander Edward B. O’Brien, JAGC, USN, Staff Judge Advocate. He can be 


reached at edward.b.obrien.mil@mail.mil. 


Sincerehy, 
1 : | ~ 
: NA 
4 E. B. O'BRIEN 
. Commander, U.S. Navy 


By direction 
~ of the Commander 


Enclosure: ; 
Responsive Documients (eight pages) 


) 
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DEPARTMENT OF THE NAVY 


Memorandum 


Report of Adverse Event 


DATE: 27 June 2019 7 


BT tle 40 USC T30b] tb) (6) 


FROM: 
DEPARTMENT: Bacteriology 
THROUGH: Be} UR eee RED Alternate Attending Veterinarian 


TO: PRUE ee aS Chair, Institutional Animal Care and Use Committee 


SUBJ: ADVERSE EVENT TO PROTOCO Iga EVALUATION OF MULTIVALEN 
SHIGELLA VACCINE CANDIDATES IN THE AOTUS NANCYMAAE MODEL” 


1. Date event occurred: 27 June 2019 
2. Date Identified: 27 June 2019 ) 
3.- Provide a detailed description of the event: 


Bae 27 June 2019, an initial report o 
fio} (3) (B} 


of an Aotus nancymaae 
‘Evaluation of multivalegias) 


Tory 1S ha, 
i" wes == 
aR 


2 IES monkey was challenged on 25 June with S. flexneri 2a strain OAETT 
at an inoculum dose of 1x10411 cfu and was part of the PBS conirol group. 


One day post challenge (26 June), several monkeys on this protocol were found 
(by investigator and veterinary staff) to be showing varying degrees of 
unexpected severe illness. Evaluations of the animals were performed, and 

a consultations were.made between the AV, the investigators staff, and the 
veterinary staff. , 


A total of 5 monkeys presented clear symptoms of the disease (bloody vomitus 
and diarrhea), and the determination was made to treat those animals based on 
clinical signs and/or protocol endpoints. All 5 animals received Enrofloxacin at 
doses listed: in the protocol; 2 animals that appeared the most ill were also 
provided with oral electrolytes. 
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DEPARTMENT OF THE NAVY 


Memorandum 


Although il! did not appear to be one of the most severely affected, and 
this animal was provided with antibiotics only. All monkeys on’ the study were 
monitored throughout the day on 26 June. None of the animals on the project 
displayed obvious worsening of symptoms when they were last evaluated by the 
Attending Veterinarian at 2115 hours; however, monkey fagaggig 2s found dead 
in the morning on 27 June 2019 (2 days post-challenge). Necropsy showed signs 
of upper gastrointestinal (stomach) hemorrhage and hemorrhage present 
throughout the entire duodenum and jejunum (most prominently in the distal 1/3). 
Histopathology is pending. : 


. Explain the factors or causes that led to this event: 


At this point in time, it is not possible to determine the primary cause of this 
unexpected death. Histopathology may shed some light on the pathogenic 


process. The acute nature of the death appears to be related to the pathogenicity 
of the experimental infection, as reported in the sticy an 


In retrospect, the Attending Veterinarian believes a more conservative provision 
of oral electrolyte solution to all animals that received antibiotic therapy, despite 
whether they were reported to be eating or drinking, would have been 
appropriate. Dehydration was likely to have been at least one part of the cascade 
of pathologic processes in this animal. 


_ Describe corrective actions already taken to address the event. Attach supporting 
documentation as needed: ; 


Although unexpected, once severe illness was identified in several monkeys, all 
animals on this project were monitored closely throughout the day and again at 
2115 by veterinary staff and/or investigators. Treatment was initiated based on, 
clinical signs and protocol endpoints. 


. Describe the plan for future corrective measures or procedural changes to 
prevent future events of ihis kind: 

After a more thorough evaluation of the data, the investigators: and veterinary 
staff will discuss refinement of this model with our co-investigators/collaborators. 
Possible changes include, but are not limited to reduction of the inoculum dose of 
this particular strain of S. flexneri; using a different strain of Shigella for 
challenge; and altering some of the animal model procedures; in order to mitigate 
future incidents. A retrospective analysis of recent S. flexneri studies’ will be . 
performed to better identify risks associated with this animal model to re-evaluate 
endpoints and determine courses of action to better protect the well-being of the 
animals. 


DEPARTMENT OF THE NAVY 


Memorandum 


These discussions will be aimed at decreasing adverse effects and should lead 
to the most appropriate course of action based on collaborative analysis. We will 
also continue to report any future adverse events to [ACUC and re-evaluate the 
model and methods based on such outcomes. 


Additionally; the Attending Veterinarian and veterinary staff will ensure that 
animals removed from a study because of illness are provided with oral fluid 
supplementation in a more conservative nature, recognizing that these small’ 
NHPs hide overt signs of illness and have a relatively high water turnover rate 
that cause them to become dehydrated rapidly (especially when otherwise 
compromised by disease). 

: j 


Date: July 1, 2019 
Principal Investigator 


The signature below certifies that this report was reviewed by the NAMRU-6 Attending 


Veterinarian or alternate 
[Title 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6 


b(3)fTitle 10 USC 1306}, (b) (6) 


b(3)[Title 10 USC 130b], (b) (6) 


Date: July 1, 2019 
Alternate Attending Veterinarian 


To: 

Cc: 

Subject: Re: NA wy: 

Date: Sunday, June 30, 2019 5:36:15 PM 


I appreciate everyone’s efforts here. I concur that it is best to notify AAALAC with the 
complete report. 


x 


This is unfortunate. Thank you for keeping me informed. Let me know if the situation changes 
or if you need anything from me. 


Vir, 
CO. 


litle 10 USC 7130p], (b) (6) 


Om b(3) Nad 
ab(3)[ Title 10 USC 130b], (b) (6) 


Date: Fridav. June 28. 2019 at 4:26:23 PM 


[Title 10 USC 130bI, (b) (6) 


wm (STi 
b(3)[Title 10 USC 130bj, (b) (6) 
ez? (ilTitie 10 USC 130b], (b) (6)b13i[Title 10 USC 130b}. (b) (6) 


b(3)[Title 10 USC 130b], (b) (6 


BDLOIL Lue 1U UO 1OUN], (V) (9) , 
MCP VY ICA BERPANGLTS 


Sir, 
FYSA: I just reported an adverse event (unexpected animal death) to BUMED. 


It's been a busy crazy week in Vet Services; we challenged 40 monkeys with Shigella on Wednesday, and we had a 
large number of sick monkeys on Thursday and Friday. One animal died unexpectedly during the night on 
Wednesday, but all the rest appear to be in recovery phase now. 


From a regulatory perspective, we are required to do two things: | 
1. DODI 3216.01 says to "notify Component oversight office in 5 working q 


lays Te notified them in 2 days. 
2. AAALAC says to "notify AAALAC promptly.” I have recommended to he Peedhat we wait to notify AAALAC 
‘ until the report is completed. A draft has been written, and it is being circulated for signature now. I would suspect 
that by the end of next week, it can be packaged and submitted to AAALAC. I don't anticipate that they will have 
concerns about how we have addressed this. 


This adverse event, while unexpected, is not particularly notable from a regulatory standpoint. Science happens. and + 
we don't yet know why this bacteria seemed to hit these monkeys so hard. We work with our investigators to figure 
it out and drive on. ; r 


Standing by for questions. 
VIR, : 


. 


b(3)[ litle 10 USC 130bI, ( 
b(3)[Title 10 USC 130b], ( 
b(3)[Title 10 USC 130b], ( 
b(3){ Title 10 USC 130b], ( 
b(3yTitle 10 USC 130b}, ( 


b(3)[Title 10 USC 130b], ( t 


b(3) Title 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 
b(3)ITitle 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 
b(3)ITitle 10 USC 130b], (b) (6) 


Email: p(s) Title 10 USC 130b], (b) (6) 
aie O(3)| Title 10 USC 130b], (b) (6) 


h(3)[Title 10 USC 130b], (b) (6) 


Subject: NAMRU-6, Adverse event 
Importance: High 


(b) (6) 


(OME is. out today from the IACUC office, so I am assisting by doing the initial notification about an adverse event 
in our ACUP. We had an unexpected death of an animal on an experimental protocol sometime during the night of 
26 June. This animal was experimentally challenged with Shigella as per our IACUC approved protocol, and we had 
a number of animals that were significantly (and unexpectedly) ill approximately 24 hours after challenge, which 
occurred on 25 June. 7 


All other 39 animals on the study appear to be now recovering. A number of animals were removed from the study 
and treated with antibiotics between 24-48 hours post-challenge, based on reaching of endpoint criteria. A necropsy 
of the NHP that died was performed; histopathology is pending. The PI and his collaborators will be working to 
determine if there is a strain-specific aspect to the virulence of this inoculum, or perhaps whether it is a dose issue 
that caused the pathogenicity of the microbe. They are planning to report to the IACUC as they develop their 
conclusions. \ ; 

A formal report is being prepared; please expect submission of that report to you sometime in the coming days. I 
will be travelling out of the country for a period, so (b) (6) will serve as Attending Vet in my absence. 
Note: I will be monitoring emails, but I will likely have very limited access so please anticipate delays in my reply. 


aN 


Thanks so much! 


b(3)[ litle 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6 
b(3)[Title 10 USC 130b], (b) (6 


b(3)[ litle 10 USC 130b], (b) (6) 
b(3)[Title 10 USC 130b], (b) (6) 


b(3)fTitle 10 USC 130b], (b) (6 
p(3)[Title 10 USC 130b}, (b) (6 
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15(3)[Title 10 USC 130b], (b) (6) 
BMD (3)[ Title 10 USC 130b}, (b) (6) 


DEPARTMENT OF THE NAVY 


_ Memorandum 


DATE: 19 July 2019 
BO IED 3 trie 10 USC 13064, (5) (CaM institutional Animal Care and Use Committee 
THROUGH: GE LEE TSAR ESET ST Aternate Attending Veterinarian 


SUBJECT: IACUC REVIEW OF REPORT OF ANIMAL DEATH IN ANIMAL Us¢ (gp MIC TOR SSS Tou Eels) 
EVALUATION OF MULTIVALENT SHIGELLA VACCINE CANDIDATES IN THE AOTUS NANCYMAAE MODEL.” 


1. This letter is to inform you that the [ACUC received and reviewed your voluntary report of the 
adverse event dated 27 June 2019. 

2. Upon review of the circumstances leading up to the incident, IACUC agrees with your proposal 
to discuss with co-investigators/collaborators possible changes and refinement of this model. 
Possible changes include (but are not limited to) reduction of the inoculum dose, using a 
different strain of Shigella, and altering some of the animal procedures in order to mitigate 
future incidents. 

3. Following your analysis and decision on a final course of action, please report your conclusions 
to the IACUC. We appreciate your candor in addressing these concerns and urge you to continue’ 
to report any future adverse events to [ACUC and to re-evaluate the model and methods based 
en such outcomes.’ ° 

4, Please do not hesitate to contact me if you req i ByTile meet SDD (b) (6 

3 ite 10 USC 130bt } te 

3)}[Title 10 USC 130b}, (b) (6 

b(3}[Title 10 USC 130b], (b) (6 

b(3)}[Title 10 USC 130bi, (b) (6 


b(3){Title 10 USC 130b}. (b) (6 
b(3)fTitle 10 USC 130bj, (b) (6) 


IACUC CHAIR 


} 


oo 
waar Mandl “temas! aaa Mia 


Copy to 

co/lo : 
Attending Veterinarian 

Protocol File 


RR 


bcd 


MEMORANDUM FOR: Chair, Institutional Care and Use Committee, 711 HPW Fort Sam Houston 


THRU: (OQ) , Attending Veterinarian 


SUBJECT: Adverse Event Report Form 


Protocol #: Evaluating and 
Comparing the Regenerative Potential of 
Different Stem/Multiprogenitor Cell Types 
Seeded on a Novel Shape Memory Polymer 
Scaffold for Craniomaxillofacial Critical Size Bone 
Defects in a homozygous RNU (Crl:NIH-Foxn1'") 
rat (rattus norvegicus) . 


PI Name: (WA) 


Location of Adverse Event: Species of Animal: Rats 


Date/Time of Finding: 3/8/2019 11:00 


b(3)[Title 10 USC 1306, 


Nature of Event — Please describe what happened: Rat number Remieatss 1308 had 
his cage changed on 3/6/2019. However, prior to transfer to the clean cage, the 
technician inadvertently failed to add food to the cage. This was discovered 
two days later on 3/8/2019. The daily observation worksheet indicated that all 
cages in the room had been checked, including feed, and no issues were noted. 
Upon discovery, the rat was examined cageside and appeared bright, alert, and 
responsive. He was adequately hydrated. The rat lost 35 grams during the ~48 
hours without feed. He will be monitored over the next few days and weighed 
on Monday (3/11/19) to ensure weight loss is resolved. . 


Solution strategy: All animal care personnel will receive additional training on 
cage-changing and daily animal observation procedures to ensure this incident 
does not reoccur. Additionally, a checklist for cage changing will be added to 
ensure that the technician that changes the cages that day verified that food 
and water is in the cage. . 

Person Reporting Event: (b) (6) 


_ | Date of Report: 3/8/2019 | 


ee 
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TULSAZO 


MANAGEMENT, INC, 


Inspiring passion 
for wildlife in every 
guest, every day. 


6421 E 36% Street N 
Tulsa, OK 74115-2102 


Tel: 918.669.6600 
Fax: 918.669.6610 


www.tulsazoo.org 


ACCREDITED BY THE 
ASSOCIATION 


OF ZOOS & 
AQUARIUMS 


July 8, 2019 


Russ Kick 
PO Box 36914 
Tucson, AZ 85740 


Via Certified Mail 


Dear Mr. Kick: 


Per your request, | have enclosed all “necropsies of Tulsa Zoo animals 
performed during 2018 and thus far in 2019”. 


Sincerely, 


Joe Barkowski 
Vice President Animal Conservation & Science 
Tulsa Zoo Management, Inc. 


jbarkowski@tulsazoo.org 


Enclosure (1) 


Age _| Date of Death | Euthanized | Cause of death/reason for euthanasia [SSCOthernotes 
Red-billed firefinch 14.0 | 10MieD | 1/1/2018 __| [Undetermined 
Red-billed firefinch 17430 | 1.0 | 2¥8M30D | 1/4/2018 Hepatic amyloidosis 
Matamataturle «|= 12056 =| 1.0 | 27vame4D | 1/9/2018 __— Fungal pneumonia 


Tammar Wallab 16375 | 1.0 | 7yamtep | 1/15/2018 
Sebas short tailed bat 1/15/2018 


17Y8M14D 1/15/2018 


0 
1 
1.0 
17826 | 0.1 | 1Y4M7D 1/16/2018 
173144R | 1.0 |  adut | 1/16/2018 
0 
0 
0 
1 


Geriatric decline 


Fairy bluebird Geriatric, mycobacterial pneumonia and other chronic 
Red-billed firefinch 
Tentacled Snake 
Tentacled Snake 


disease processes 


Histoplasmosis ee en 


Head trauma 
[Unknown —i—istss™~—“‘“‘CSCCC#C#C#C#C#C#C#C#C#C#(C#C#tg@ auttolyzed for postmortem exam 
[Unknown —(‘“‘;SCCi 0 tuto lyZed for postmortem exam 


17314R | 1.0 | adut | 1/17/2018 


| 17873 _| PN 

| 17430_| PN 

| 12056 | [= 

| 16375 _| | NT 

Ec as 

| 17826 _| PN 

| 17314R | TN 

| 17314R | PN 
Tentacled Snake Pi73t4R {1.0 [ad [17/2018 =| = N _—|Undetermined, multifactorial ee a ee 
White Faced Saki Monke 44074 | 1.0 | 24Y5MoD | 1/18/2018 | —=N [Chronic renal disease/geriatric decline ao gees ee 
Sebas short tailed bat [14700 | 0.1 | Gevavic | 1/18/2018 | =N _|Geriatric decline oe ier ey 
Blue capped Cordon-bleu r 18002] 0.0.1 | 4M20p | 1/21/2018 |  N |Headtauma ss CC—CSC—C—CSY 

| 327 | 01 | 67Y+ | 1/22/2018 | ~~ Y _|Geriatric decline, severe chronic osteoarthritis a a reas, 
Peacock Clownfish P1106 [0.0.5 | Adult | 1/28/2018 | ~=N [Presumptive water quali ee ee 
Red-legged Seriema P 17654 | 0.4 | 24v7miiD| 2/3/2018 =| ~=—SsN___| Metastatic carcinoma ee pe ee 
Goldentail Moray Eel | 1075 [| 1.0 | 13vimi7D | 2/3/2018 | ~~=N___|{Possibly related to branchitis fe ee ee 
Foureyedfish —ss—s—sSsC*|«s 18107 _~| 14.0 | Adult | 2/3/2018 | =N _ |Cardiac disease aoe eee eee 
Foureyedfish | 48107_|_0.1_| Adu | 24/2018 | | N [Undetermined = CC“‘;CSC*dT 
Red billed firefinch | 17804_| 0.1 | 1Y2MoD | 2/5/2018 | |N  |Undetermmed SCS 
Red billed firefinch 17417 _[ 01 [2viom2ep| 2/10/2018 =| ON | fh ee 
Pixy Hawkfish | 15709 _|_0.0.1_| 2122018 | NC ee ee ee ead 
Sebas short tailed bat | 14700 | 0.4 | 242018 | CN a ee 
Pangasius Catfish | 14593 | 0.4 | 2/24/2018 | ON een eae eter 
Cut-throat finch [17581 | 0.4 | 2vsmi0D | 2/27/2018 =| =—N 
Northern Seahorse | 18102 | 0.4 | | 3/2018 | UN 
ArcticFox CC 18524 | 01 | D| saci | =Y 
[Naked Mole Rat ——SSs*|«G18109 | 0.0.1 | newborn | 3/10/2018 | —sN__| Failure to thrive 
[Naked Mole Rat —Ss|« G18109 | 0.0.1 | newborn | 3/10/2018 | —N___| Failure to thrive 
Aldabra Tortoise 18112 | 0.0.1 | inegg | 3/10/2018 | —Y ___|Failure to hatch, manually hatched ; sepsis 
Annulated Boa ss—s—sisdYS:CiéCGAG 19Y4M6eD | 3/13/2018 | = Y __|Geriatric decline, chronic gastritis 


Sebas short tailed bat 
Northern Seahorse 


3/14/2018 | = =Y _ |Geriatric decline 
3/14/2018 | ==N ___ |Undetermined/geriatric decline 


| 3/16/2018 | —=N __ {Hepatic necrosis/undetermined 
Plecostomus | 3/16/2018 [| —=N {Undetermined 
Desert Millipede | 3/i7/2018_~—| CN 
Jamaican Fruit bat | 3/18/2018 =| = —N 
Red billed firefinch | 3/19/2018 =| NN | 
[Foureyedfish sss 1810 | 3/2i2018 | UN 
[Foureyedfish ss ‘1810 | 3/22/2018 =| NC 
[Foureyedfish | 1810 | 3/22/2018 | NC 
Boeseman's Rainbowfish | 3/23/2018 =| = N | 
Desert Millipede | 3/24/2018_~—| UN 
Northern Seahorse | Adult| 3/25/2018 =| SN 
[Foureyedfish sss | «S107 ‘| |S Aut =| 3/27/2018 =| UN 
Aldabra Tortoise 1811 0.0.1 Juv. | 3/29/2018 = [CY 
Desert Millipede Pr CUTC™~—SSC0/2018 | ~=ON ‘(Undetermined = 
Tentacled Snake 01 [ Adut | 4/5/2018 | —=N __ |Ceolomitis/egg yolk ceolomitis 
[Chameleon goby 0.0.1 Unk [4/6/2018 =| WN Undetermined 


- 
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[___—=«Specles —S—=—s[LocallD| Sex | Age | Date of Death | Euthanized | Cause of death/reason for euthanasia Other notes 
Northern Seahorse | 17845 [| 0.1 | Adult | 4/6/2018 | ~=N __ |Sepsis; mycobacterial disease 

Alligator Snapping Turtle 9563 | 1.0 | Unk,>7Oy | 4/7/2018 | ~=~=N _|Multifactorial; renal disease, hepatic lipidosis 

Striped hermit crab Yt6285 | (| Unk | 4/43/2018 ~[ =N  |Undetermined/PMA 

White Rhino 5590 | 1.0 | 37y3sD | 4/16/2018 |  Y__|Metastatic carcinoma 

Jamaican Fruit bat | 14660 | —*'| + Geriatric | 4/17/2018 | ~=N  |Presumed geriatric decline 

Oustalets Chameleon 17676 | 01 | 2Y11M1D | 4/17/2018 | —=N __|Metastatic lymphosarcoma 
[DomesticRat——=—=—=—s—S*|_=st7e80 | 0.1 | 2¥iMi2D | 4/18/2018 | Y___| Mycoplasma pneumonia 

Tinfoil barb 0.1 | Adult | 4/18/2018 | ~—=N ___|[Undetermined; unknown age and some signs of trauma 


Oo 
O}oO 


Undetermined 


Pleostomus Adult 4119/2018 


O1O 


ajaloa 
M}o1/ co 
70] Cr 
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qa 


Northern Seahorse 0.1 | Adutt | 4/25/2018 | N [Undetermined 
Sebas short tailed bat | 14700 | 0.1 | | 4/26/2018 | = N ___|Presumed geriatric decline 
ParsonsFinch__————=—S—S—=«Y:=Ci 7506 | 0.0.1 | svemnon | 4/26/2018 | ON _| Head trauma; pneumonia 
Northern Seahorse [18102 | 0.01 | Adut | 4/26/2018 | ~=N _ |Undetermined 
Northern Seahorse 15044 | 1.0 | Geriatric | 4/2e/2018 | Yi 
American Faringo isos [on povroMab|—seore [YI 
GreenJay——SssSS—S—~—~—s SC =| «1 | BYIOM22D| 5/7/2018 ~—|_ =~ WN_—| Aspergillosis 
JamaicanBoa | 18162 |stillbom|_stillbon | 6/8/2018 | | N  |Undetermined = 
Catfish ~*+| 18772 | 0.0.1 | Adult | s/e/20ie | | N [Undetermined 
Spotted Turtle —S=s—s—S—=«d|st7587_| 0.1 | 4¥1iMi4D| 6/15/2018 =| ON 
[NamaquaDove—s—s—=—s—S~=*T=Cit 74s | 7.0 | avi | 5/4e/2018_~—| NC 
Aldabra Tortoise ——=—=SSS—*Y=SC18160 | 0.0.1 | stillborn | 6/16/2018 | ON 
| 18065 | 0.0.1 | Adult | 6/18/2018 | ON | 
P16647R | 0.0.4 | Adult | 5/19/2018 =| ON 
P1545 | 0.2 | Adult | 5/22/2018 [| N | 
14502 [ 1.0 | 18Y11D | 6/26/2018 | N | 
| 16687 | 0.0.1 | evema | 5/30/2018 [ |=N __ |Pneumonia and possible vit E deficienc 
16628 | 0.1 | svamap | 6/5/2018 | ~—N__| Predation, ratsnake 
161208 | 1.0 | Adult | 6/7/2018 =| ~=Y__| Systemic mycobacteriosis 
[Naked MoleRat———S—S—~=~«Y«=Ci18166 | 0.0.3 | newborn | 6/9/2018 | —N__|failure to thrive/lack of maternal care 
TTwotoedsioth ——=ss=Ss«dY|«=«0HB | «0.1 | 40v30D | 6/14/2018 | —sN___|Drowning; kidney disease 
17301 | 01 | svimisn [6/14/2018 | ON _{ Predation, ratsnake 
| 17841 | 1.0 | iva | 6/17/2018 | ~—N___| Hepatic and cardiac amyloidosis 
0.1 | Geriatric [| 6/1e/2018 | N [Undetermined = 
1 [__hatchiing | 6/10/2018 | N [Undetermined = CCCC‘“‘(‘SSSCSC(No necropsy able to be performed 
P04 | zovamian [6/23/2018 | ~~ N _| Undetermined, probable trauma a ee eee 
0.0.4 | Aduit [| 6/23/2018 [| ON 


Pot | asvemizn | 6/25/2018 =| ON 
P 0.0.1 [ava | 6/26/2018 =| UN 
0.4 | 7 

| 17187 | 1.0 _| |__ 7/5/2018 =| CN 

P ite68 | 4.0 | 2eviimien [7/8/2018 | OY 

| 16629 | 01 | ramon | 7/9/2018 =| ON 

[18105 [0.0.1 | Adult | 7/11/2018 | ON 

| 15945 | 0.1 | Geriatric | 7/12/2018 | 

| 18190 | 0.0.1 |” edging | 7/13/2018 {| ON 

[18050 [ 1.0 | 7am | 7/16/2018 | =N __ |Predation, ratsnake 
4.0 | 13Y2M3D | 7/18/2018 | —=Y ___|Geriatric decline, metastatic adrenal carcinoma 
/ 1.0 | eyimzon | 7/20/2018 | —=N ____|Presumed infection/possibly viral 
[0.1 | 31vomied | 7/26/2018 | Ss __| Bacterial pyelonephritis 

Northern Seahorse | 161298 | 7.0 | Adult | 7/26/2018 | acterial sepsis 


Sebas short tailed bat Geriatric decline 


| 14700_| 


Oo 
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Geriatric 8/4/2018 
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[SCSpecies Ss LocalID| Sex | Age | Date of Death | Euthanized | Cause of death/reason for euthanasia [t~t*~*~*~“‘therrnotes 
Foureyedfish sss SCi| «18007 ~‘| | Adult, =| 8/5/2018 [Undetermined ss C(“‘C‘C™;!OCCCC(UNable to be necropsied/PMA 

Grey TreeFrog ss C*|S16281 | (0.0.1 | Unk _—|__—8/8/2018 Undetermined S—C—sSSCSC“‘“‘;SSSdrTSCOC 
RedPiranha ss C—Ci‘(L:CSCA‘1O «| |S Adit, =| 8/40/2018 onspecific trauma ee et 
Golfodulcean Poison Dart Frog | 16319D | 0.0.14 | Unk | 8/10/2018 | Unable to necrops' 

Banded Rock Rattlesnake | 16346 | 1.0 | 2ov7map | 8/15/2018 


cterial hepatitis 
enal failure 
eriatric decline 


a 


Un 
| 18164 | 0.01 | Unk | 8/16/2018 | 
P7741 | 04 | Unk | 38/17/2018 __| 
| 14700 | 0.1 i | __ 8/20/2018 _| 
| 17948 | 0.1 |__ 8/20/2018 _| 
| 16615 _| 
| 18225 | 


0.1 

Firefinch 1822 | 9/3/2018 
Firefinch | __ 9/3/2018 __| 
| 9/3/2018 __— 
Aduit_ | __9/6/2018_| 

0.0. Unk | __9/10/2018_| 
0.1 { 11Y4M27D] 9/11/2018 | 
0.1 Geriatric | 9/13/2018 | 
| 9/14/2018 _| 
0.1 Geriatric | 9/15/2018 _| 
0.0.7 |  ——si| 9/46/2018 
0.1 Geriatric [| 9/16/2018 | 
0, | 9/18/2018 __| 
|__ 9/25/2018 _| 
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| Adult| _9/25/2018 
. | Adult | 9/25/2018 

O | Unk | 9/27/2018 
0.1 | 20vems> | 10/6/2018 _ 
| Adult —|_—-10/8/2018__—| 
| Adult| 10/11/2018 _| 
| 22V6M11D | __ 10/12/2018 __| 
| 10/21/2018 _| 
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tt 


0.4 
0.0.1 


presumed geriatric decline 
Undetermined/bacterial dermatitis 


0.0.4 | Unk | _ 10/22/2018 _| 
| 0.1 | Adult | 10/23/2018 | Traumallikely conspecific 
| 0.4 | 10Y6M24D | 10/25/2018 _| Non-resectable liver/gall bladder abnormalities 
| 41.0 [  >6y | 10/30/2018 | Kidney failure/amyloidosis 
Northern Seahorse OA | 10/30/2018 _| Undetermined; suspected mycobacteriosis 
IFirefinch | 41.0 {| 4¥Y | 14/2/2018 Amyloidosis; large leg hemangiomas 


AY 
. 24Y 1M5D 11/7/2018 


| 14417 _| 

| 14660_| 

| 16276 _| 

| 18237 _| 

| 16072 

| 16721 

| 15945 _ 
dete) 
Black Howler 11844 
[eae Seed a 
| 14660 | 0.4 
| 161298 | 

| 17314R | 

| 16964 | 

| 17543 | 

| 13972 | 

| 16276 _ 

| 17685_| 

| 18268 _| 

| 18238 _| 


Chuckwalla 


Jamaican Fruit bat 
Northern Seahorse 
Tentacled Snake 
Black Footed Cat 
Bleeding Heart Dove 
American Flamingo 
Mission Milky Tree Frog 


i=) 
= 


End stage renal failure 
[Undetermined CS 
Geriatric decline 

Undetermined 

Undetermined 


Renal failure 
Frostbite 


Left hock progressive degenerative joint disease 
acterial dermatitis 
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11/9/2018 | N | 
16129B | 0.0.1 Adult 41/9/2018 | N | 
P ju | 11/0/2018 =| UN 
| CY 
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| Unk =~ s 14/15/2018 
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Springbok 17685 | 1.0 | 4Y10M15 11/20/2018 ractured right leg, conspecific trauma 
Naked Mole Rat 1826 0.0.1 | newborn | 11/21/2018 


Firefinch 1828 


0 Adult 11/22/2018 AUN | 


failure to thrive/lack of maternal care ° ese ec ee es 


Mission Milky Tree Frog | 16276 | 0.0.1 | Unk | 11/22/2018 Renalfallure 
INakedMoleRat_ | 18268 | 0.0.1 | newborn | 11/23/2018 _| failure to thrive/lack of maternal care 
INakedMoleRat_ | 18268 | 0.0.4 | newborn | 11/24/2018 _| failure to thrive/lack of maternal care 
Naked Mole Rat | 18268 | 0.0.1 | newborn | 11/25/2018 _ failure to thrive/lack of maternal care 
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Seattle Aquarium 

1483 Alaskan Way 
Seattle, WA 98101 i - 
May 20%, 2019 - SEATTLE AQUARIUM 


1483 Alaskan Way, Pier 59 
Seattle, Washington 98101-2015 


(206) 386-4300 
SeattleAquarium.org 


} 
Dear Mr. Kick, C ) | 


Thank you for your inquiry. We fully support discussions on animal health and welfare; those discussions 
are an inherent part of our mission and day-to-day work. 


We frequently provide results-from necropsies and-ancillary diagnosties to researchers to-evaluate and = —-——~ —- === 


publish. Current examples include a review of North American river otters (Lontra canadensis) lead by 
the University of Illinois and a review of stranded sea turtles lead by the National Oceanic and 
Atmospheric Administration (NOAA). 


We also share data with the Association of Zoos and Aquariums (AZA) taxon-advisory groups and 
species-survival plans so that the information is available to a wide audience. A large part of our regular 
accreditation process by the AZA also includes animal health and welfare. These accreditation standards 
are available on-line. 


.. This collaborative data sharing provides everyone with valuable evidence-based information, while 
‘avoiding the potential pitfalls of taking records out of context and misinterpreting medical language. And 
-it encourages valuable follow-up investigations as indicated by the data. 


We have only had one mammal mortality in 2018 and 2019. This was a 20-year-old river otter with age- 
related changes. The paper on river otters being published by the University of Illinois will provide a 
more complete picture of how river otters are doing under human care. 


The Washington State Public Records Act (Chapter 42.56 RCW) is important legislation to increase . 
transparency in state or local government agencies. We are a private, not-for-profit conservation 
organization and are not run by any state or local agency. We are happy to include our most recent USDA 


__—_ -report.that shows no concers.-Wse-would-alse appreciate the opportunity to show you ihe werkthat-we do — 


at the Seattle Aquarium. Please let us know if you plan to visit Seattle and would like a tour of the 
facility. 


Yours sincerely, 


Brad Rutherford 
Chief Operating Officer 
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USDA United States Department of Agriculture 
i Animal and Plant Health Inspection Service 2016082569258375 Insp_id 


Inspection Report 


Customer ID: 324097 


Seattle Aquarium Society : 
1483 Alaskan Way, Pier #59 Certificate: 91-C-0124 
Seaitle, WA 98101 Site: 001 


Seattle Aquarium Society 


Type: ROUTINE INSPECTION 
Date: 29-AUG-2018 


No non-compliant items identified during this inspection. 


aaa EE This inspection and exit briefing were conducted-with-the facility representatives. —- -————-~  —-~ 
ee Behe 5 es eS. mules 
ft 
~\ 


‘ Digitally signed by DIANE FORBES 


4 . 
} DN: c=US, o=U.S. Government, ou=Department of Agriculture, 
y * cn=DIANE FORBES, 
0.9:2342.19200300.100.1.1=12001000107285 


Prepared By: Date: 2018.08.30 10:00:40 -07'00" 

FORBES DIANE,DVM USDA, APHIS, Animal Care art 

FORBES DIANE, ee 30-AUG-2018 

Title. | VETERINARY MEDICAL OFFICER 5053 

Received By: 

TRACI BELTING VIA EMAIL 

Date: 
30-AUG-2018 


Title: . CURATOR OF MAMMALS & BIRDS 
Page 1 of 1 


United States Department of Agriculture Customer: 324097 


USDA Animal and Plant Health Inspection Service Inspection Date: 29-AUG-18 
aes Species Inspected 
Cust No Cert No Site Site Name Inspection 
324097 91-C-0124 001 Seattle Aquarium Society 29-AUG-18 
Count Scientific Name Common Name 
000002 Callorhinus ursinus NORTHERN FUR SEAL 
000004 Enhydra lutris SEA OTTER 
000001 Lontra canadensis NORTH AMERICAN RIVER OTTER * 
000003 Phoca vitulina HARBOR SEAL 


000010 Total 
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UNIVERSITY OF 


SOUTH CAROLINA 


Office of the General Counsel 
January 22, 2020 


Mr. Russ Kirk 

New England Anti-Vivisection Society 
333 Washington Street, Ste. 850 
Boston, MA 02108 


Re: Freedom of Information Act Request 
Dear Mr. Kirk: 


This is in response to the South Carolina Freedom of Information Act request that 
you recently directed to the University of South Carolina. Enclosed herewith are copies 
of the documents that you requested. 


A total of 52 copies are enclosed, and the University charges 5 cents per copy. 
Therefore, please mail a check payable to “University of South Carolina” in the amount 
of $2.60 to my attention at the address below. 


Please contact me if you have any questions in connection with your request. 


| as 


George W. Lampl, II 
Associate General Counsel 


University of South Carolina * Columbia, South Carolina 29208 * 803-777-7854 * Fax 803-777-9500 


An Equal Opportunity Institution 


UNIVERSITY OF 


SOUTH CAROLINA 


Office of Research 
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE 
December 5, 2019 Institutional Animal Care 


and Use Committee 


School of Medicine Building 3 - Conference Room 225 


The December 5, 2019 meeting of the University of South Carolina Institutional Animal Care 
and Use Committee TACUC) was called to order by Shannon Davis, Chair, at 3:01pm. 


Committee Members Present: : 
Dr. Shannon Davis IACUC Chair 
Committee Member IA 
Committee Member 45 
Committee Member 52 
Committee Member 71 
Committee Member 123 
Committee Member 125 
Committee Member 128 
*late arrival **early departure ***non-voting 


J. APPROVAL OF MINUTES 
The committee voted 8-0 to approve the November minutes. 


Il. CHATRMAN’S ANNOUNCEMENTS 
A. There were no announcements. 


Il. ATTENDING VETERINARIAN °S ANNOUNCEMENTS 
A. There were no announcements. 


IV. IACUC ADMINISTRATOR’S ANNOUNCEMENTS 
A. The January 2020 deadline is December 11, 2019. 


V. OLD BUSINESS 

2382-101223-92117 Approved by Designated Review 
2419-101345-072318 Approved by Designated Review 
2367-101253-071817 Approved by Designated Review 
2364-101193-060217 In Review. 

2414-101320-052218 In Review. 

2349-101211-041917 Approved by Designated Review 


Graduate Science Research Cenier, Suite 102 » Columbia, South Carolina 29208 * 803-777-8106 * Fax 803-7772849 


An Equal Opportunity Institution 
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2342-101188-032217 Approval pending IBC. 

101445 There was no response from the PI; administratively withdrawn. 
2385-101287-100417 Approved by Designated Review 
2397-101285-110617 Approved by Designated Review 
2335-101179-022817 In Review. 

2450-101426-042219 Approved by Designated Review 
101468 Approved by Designated Review 
2374-101258-080217 Approved by Designated Review 
2389-101244-101317 In Review. 

101461 In Review. ° 

101466 In Review. 


VI. NEW BUSINESS 
A. Annual Reviews 
1. Renewals 
2404-101311-012318 Approved. 
2438-101388-012219 Approved. 


2. Terminations 
None. 


B. New Administrative Action 
1. Pending Amendments 
2376-101215-081617 (personnel) 


2. Approved Amendments 
2471-101457-102119 (fund, personnel) 


3. Other 
None. 


C. New Veterinary Verifications/Consults 
2412-101315-032818 Approved by Designated Review 
2434-101342-110518 In Review. 
2363-101196-053117 Approved by Designated Review 
2459-101447-070819 In Review. 


D. New Designated Member Determinations & Reviews 
1. Pending 
None. 


2. Assigned 
None. 


E. Full Committee Reviews 
2437-101355-121318 |The committee voted 8-0 to require modifications to secure approval. 
The modifications requested are attached. 
2466-101450-082819 The committee voted 8-0 to require modifications to secure approval. 
The modifications requested are attached. 
101471 The committee voted 8-0 to require modifications to secure approval. 
The modifications requested are attached. 


F. Compliance Activities 
1. Follow-up. PI# 21, reference 101315. The PI submitted the requested 
modifications via amendment and they were approved. 
2. New. 


Vil. OTHER BUSINESS 
A. VA inspection dates. The IACUC Administrator is working toward getting VA 
inspections on the same schedule as UofSC inspections, which will ease current time, 
staff, reporting issues related to institutional collaboration. 


VI. NEXT MEETING 
The next LACUC meeting is scheduled for January 9, 2020 at 3:00 pm in SOM Building 
3, Conference Room 225. The meeting deadline is December 11, 2019. 


IX. ADJOURN 
The meeting was adjourned at 3:35pm. 


Protocol Review Comments Summary Report 
Reference Number 101355 


Section: Administrative 
Question: Protocol Associates 
Comments: Please include information on who will perform the perfusions as well as 
his/her training and experience. 


Section: Study Objectives 
Question: Lay Summary 
Comments: Several parts of lay summary are redundant. For example, "The current 
treatment options for VM are very limited. There is an urgent need to develop more effective 
therapuetic strategies for VM treatment" repeats the previous sentences. 


Section: Animals and Procedures 
Question: Procedure Description 
Comments: Please change "mice" to "rats" near the bottom of this section. 


Question: Procedure Description 

Comments: - 

1. What substance will be used to disinfect the skin for microdialysis? 
2. Please provide a description of the perfusion procedure. 


Question: Strain/Stock/Breed 

Comments: The layout for some of the projects makes it difficult to follow how many 
animals will be used for that project, as well as add-on experiments 7 & 8. For example, 
Project 6 has a total of 1400 animals written in red font, then additional mice needed for 
‘projects 7 & 8 are described, and a new total of 2150 is given. Consider revising the writing 
style to state that “750 additional mice will be required for 7 & 8, bringing the total to 2150.” 
The current writing style makes it appear that 1400 + 2150 animals are needed. 


Question: Category E 
Comments: Animals undergoing ketamine-induced seizures should be placed in 
category E. 


Question: Phenotype Management 
Comments: 
1. How will heartbeat and temperature be monitored? 
2. What are the cutoff values/endpoints used to remove animals from the study? 


Question: Breeding Numbers 

Comments: It is indicated that n=84 SMA-CreERT2/Rosa26stop- 
floxedEYFP/bdnf2lox offspring will be weaned but 498 will be used. It is also 

indicated that n=84 SM22a-CreERT2(ki)/Rosa26EYFP /bdnf2lox+/- /Pvl-YFP offspring will 
be weaned but 264 will be used. Please correct these numbers as the number of offspring 
weaned cannot be less than the number of offspring used. 


Question: Description of Experimental Design 
Comments: 


1. 
2. 


Animals experiencing seizures should be placed in Category E. 

For the new experiment added in Project 7, is seizure testing at 12-15 months necessary if 
mice develop most of the pathology 

they are prone to at 6-8 months (this is noted in Project 6 description)? For some of these 
mice the phenotype is unknown at 

present; the PI so may want to consider fewer mice at an earlier timepoint, depending on 
phenotype/pathology observed. 


. If mice are monitored for a total of 60 min after kainic acid, why are they not sacrificed 


within a few hours (current protocol states 
2 days)? Please clarify. 


4. Stage 6 on the Racine scale is tonic-clonic seizure/convulsion/death - will animals be 


monitored for any time after the initial 60 
mins to check on their welfare? Please clarify. 


Question: Chemical Euthanasia Agents 


Comments: TO AV: It seems that Pentobarbital (euthasol) should be given at a 
standard dose to al mice, not within a range of 30-90 mg/kg? Is this correct? 


Comments: Please modify the description from to "will be inserted perpendicularly 
through the apex of left ventricle of the heart" to "needle will be inserted into the left 
ventricle via the apex of the heart parallel to the septum.” 


Question: Experimental Agents/Diets 
Comments: The ink is not administered until after death; please select "no." 


Protocol Review Comments Summary Report 
Reference Number 101450 


Section: Amendment Information 
Question: Type of Amendment 
Comments: Please also select "Change of Animal Number or Type”. 


Section: Administrative 


Question: Protocol Associates 

Comments: 

1. Please indicate who will be handling the Peromyscus. 

2. While very similar to Mus, Peromyscus are different; pease indicate how you will be 
trained in handling these animals. 


Section: Animals and Procedures 
Question: Species Selection 
Comments: Peromyscus are not Laboratory Mice. Please select them under "Species 
Selection" and complete the sections that appear. Delete all references to Peromyscus under 
the Laboratory Mice section. 


Question: Strains Not Listed 

Comments: Peromyscus are not Laboratory Mice. Please select them under "Species 
Selection" and complete the sections that appear. Delete all references to Peromyscus under 
the Laboratory Mice section. 


Section: Alternatives and Duplication 
Question: Consideration of Alternatives 
Comments: Please update the search to include Peromyscus. 
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Protocol Review Comments Summary Report 
Reference Number 101471 


Section: Administrative 


Comments: If funded, this AUP will fall under DOD guidelines for the care and use of 
laboratory animals. 


Question: Protocol Associates 

Comments: The PI is currently not up to date with his AALAS surgical modules. He was - 
assigned the modules: 

Aseptic Technique for Rodent Survival Surgery, Post-Procedure Care of Mice and Rats in 
Research: Minimizing Pain and Distress 


Section: Animals and Procedures 
Question: Animal Number Justification - 
Comments: 
1. How was the group size of 8 determined? Did you do a power analysis? Please clarify. 
2. The last two sentences regarding GWI and perfusion do not seem pertinent to this section; 
they may be deleted. 


Question: Description of Experimental Design 

Comments: 

1. Please provide a schematic diagram of the timeline of the experiments to better 
understand the treatments and their rationale. 

2. The endpoints are not well defined. How will the impact of the exosome treatments be 
assesed? What markers will be . 
measured? Will behavioral measurements be made? What tissues will be collected? The 
endpoints need to be better described. 

3. Are there any deleterious effects of the treatments on the mice? If so, how will they be 
handled? 

4. Briefly describe "tube restraint." Why is it a better model than other types of restraint? 

5. Please provide a scientific justification for the dosing regimen. If this is intended to model 
GWI, it is unclear why PB is only administered "tri-weekly," as soldiers were taking PB 
daily. 

6. Please provide a scientific justification for the 10 min duration for restraint stress as this is 
rather short for a chronic restraint paradigm. 


Question: Euthanasia Methods 

Comments: 

1. Does cardiac puncture occur before or after euthanasia? Please clarify. 

2. Anesthetic overdose, as described here, would be the primary method of euthanasia. 


Question: Procedure Description 

Comments: Please clarify, in the first sentence, that the mark on the gavage tube is 
used as a guide to determine when to stop advancing the tube, and incorporate this into the 
procedure description. 


bad 
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Question: Experimental Agent Table 
Comments: Please indicate the source for permethrin. 


Question: Location 
Comments: These are not immunizations. Please select "Intraperitoneal injection." 


Question: Procedure Description 
Comments: Please indicate that injection volumes will be less than 1 ml. 


Question: Procedure Description 

Comments: Cardiac puncture prior to euthanasia is not tissue collection after 
euthanasia. If cardiac puncture occurs before euthanasia, please 

clarify this; if it occurs after euthanasia, delete this section and add the appropriate procedure 
instead (Intravascular blood . 

withdrawal). 


Question: Procedure Description 

Comments: 

1. Please correct the grammar of "After general anesthesia and mice in sleep..." 

2. The description should include the % of isoflurane in chamber and to indicate how one 
will determine whether the mouse is fully 
anesthetized. 


Question: Prolonged Restraint Justification 

Comments: 

1. Please justify the use of such a brief, 10-min daily stressor in keeping with the objective 
of deployment stress--members of the military were not exposed to only 10 mins of stress 
per day, experimental justification should be provided. 

2. If the restraint is intended to be stressful, it goes against the use of this as a stressful 
experience to conduct "familiarization" and "positive reinforcement," both of which 
REDUCE the stress of the restraint tube. For the sake of study design the acclimatization 
components should be removed from the procedure. 


Question: Handling of Exposed Items 
Comments: Please select "yes" and complete the section. 
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UNIVERSITY OF 
SOUTH CAROLINA 


Office of Research 


Institutional Animal Care 
and Use Committee 
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE 
November 8, 2019 
School of Medicine Building 3 - Conference Room 225 


The November 8, 2019 meeting of ie University of South Carolina Institutional Animal Care and Use 


Committee (TACUC) was called to order by Shannon Davis, Chair, at 3:03pm. 


Committee Members Present: 


Dr. Shannon Davis IACUC Chair 

Dr. Shayne Barlow Attending Veterinarian 
Committee Member IA 

Committee Member 01 

Committee Member 45 


Committee Member 52 
Committee Member 71 
Committee Member 77 
Committee Member 91 
Committee Member 121 
Committee Member 128 
*late arrival **early departure ***non-voting 


¢ 


I. APPROVAL OF MINUTES 
The committee voted 9-0 to approve the October minutes. 


Il. CHATRMAN’S ANNOUNCEMENTS 
A. Microsoft Teams. After a brief discussion, it was agreed that committee memibers would be 
added to the current Microsoft Teams account. 


Il. ATTENDING VETERINARIAN’S ANNOUNCEMENTS 
A. USC Aiken site visit. The AV discussed the November 5" visit to the Aiken campus with 
the IACUC Administrator. Aiken was advised regarding requirements of the PHS Assurance 
process. Their program would consist of approximately five protocols. 
B. PAM changes. DLAR is developing a QA/QC/lab liaison position, which will require 
revision of the PAM policy. It should be available for review and discussion at the December 
meeting. 
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IV. ITACUC ADMINISTRATOR’S ANNOUNCEMENTS | 
A. Assent documents. Assent documents for the IACUC review process were circulated for 


signatures. 


B. Semi-annual Program Review and Inspection Report. The report was circulated for 


signatures. 


C. Overdue AALAS member training. 


V. OLD BUSINESS 


2435-101360-120418 
2401-101292-112817 
2398-101289-111717 
2399-101260-111717 
2399-101260-111717 
2393-101263-102717 
2385-101287-100417 
2382-101223-092117 
2426-101349-090518 
2461-101448-081419 
2419-101345-072318 
2367-101253-071817 
2459-101447-070819 
2418-101326-062818 
2458-101418-061219 
2364-101193-060217 
2414-101320-052218 
2452-101425-050119 
2450-101426-042219 


‘2349-101211-041917 


2443-101407-040319 
2342-101188-032217 
1013.10 
101445 
101457 
101462 
101463 
101464 


VL NEW BUSINESS 


Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
In Review. 

In Review. 

Approved by Designated Reiew: 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 7 

In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
In Review. 

Approved by Designated Review. 
Approval pending IBC. 
Approved by Designated Review. 
In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 


A. Annual Reviews 


1. Renewals 
2436-101380-121118 


2385-101287-100417 


Approved. 
In Review. 
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2437-101355-121318 | Approved. 
2402-101304-112917 Approved. 
2397-101285-110617 In Review. 


2. Terminations 
None. 


B. New Administrative Action 
1. Pending Amendments 
2445-101410-041019 In Review. - 
2335-101179-022817 Incomplete; returned without review. 


2. Approved Amendments 
2469-101310-093019 
2372-101257-073117 


2457-101434-051519 
2455-101389-050819 
2452-101425-050119 


2346-101204-041317 
2345-101192-032817 
2341-101198-032217 
2340-101195-031317 


3. Other 
None. 


C. New Veterinary Verifications/Consults 
2418-101326-062818 Approved. 
2450-101426-042219 In Review. 

101310 Approved. 


D. New Designated Member Determinations & Reviews 
1. Pending 
None. 


2. Assigned 
101468 In Review. 
2374-101258-080217 In Review. 


E. Full Committee Reviews 
2389-101244-101317 The committee voted 8-0-1 to require modifications to 
secure approval. The requested modifications are attached. 
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101467 The committee voted 9-0 to require modifications to secure 
approval. The requested modifications are attached. 


101466 The committee voted 9-0 to require modifications to secure 
approval. The requested modifications are attached. 


F. Compliance Activities 
1. Follow-up. None. 
2. New. 
PI# 21, reference 101315. DLAR staff reported concerns about research personnel 
exceeding endpoints and providing veterinary treatment without consultation. The 
committee voted 9-0 to require modifications for a complete description of the model. 
The PI will be contacted by phone and by email as soon as possible. 


Vil. OTHER BUSINESS 
A. None. 


Vii. NEXT MEETING 
The next IACUC meeting is scheduled for December 5, 2019 at 3:00 pm in SOM Building 3, 
Conference Room 225. The meeting deadline is November 20, 2019. 


IX. ADJOURN 
The meeting was adjourned at 3:52pm. 


Protocol Review Comments Summary Report 


Reference Number 101244 
Section: Administrative 
Comments: 
Question: Protocol Associates 


Comments: Please indicate which associates will perform intracranial injections, and 
provide their training/experience with the procedure. 


Section: Animals and Procedures 


Question: Description of Experimental Design 
Comments: What are the units of 10*12? Please clarify. 


Question: Experimental Agent Table 
Comments: Please move the agents for intracranial injection to the appropriate section. This 
section is for intraperitoneal injections. 


Question: Postoperative Monitoring and Care | 
Comments: This section is incomplete. Please revise to include the surgical staples and 
when they will be removed. 
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Protocol Review Comments Summary 
Reference Number 101461 


Section: Administrative 
Question: Protocol Associates — 
Comments: In the Comments section, please provide the PI’s training and years of 
experience with research animals and the procedures. 


Section: Project Information 

Question: Funding Source 

Comments: No proposals or awards are found in USCERA. Please only add funded grants 
that have assigned account numbers. 


Question: Identify 'other’ funding source. 
Comments: Please select "Department/University-wide programs” from the drop-down 
menu for Funding Source above and delete the information in this section. 


Section: Animals and Procedures 
Question: Procedure Description 
Comments: Please change ‘deplete muscle glycogen’ to ‘deplete liver glycogen.’ 


Question: Location 
Comments: This cannot be performed in an animal room. Please select a procedure room. 


Question: Procedure Description 
Comments: Please include a full description of the procedure here, including that death will 
be assured (and how) prior to exsanguination or tissue collection. 


Question: Surgical Procedure 

Comments: 3 

1. Please indicate the anatomical location for the skin incision. 

2. Please provide the distance between the two drill holes, and whether they are bilateral or 
unilateral. s 

3. Please provide the expected, elapsed time from injection to needle removal. 

A. Please indicate if the drill holes will be filled with bone wax or another substance before 
closing the incision. 


Question: Postoperative or Preemptive Analgesics 
Comments: DLAR cannot provide controlled substances. PIs must obtain appropriate 
licensure and secure the agents independently. 


Question: Handling of Exposed Items 
Comments: Please select "yes" and complete the section. 
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Protocol Review Comments Summary 


Reference Number 101466 
Section: Administrative 
Question: Protocol Associates 
Comments: 


1. For Protocol Associates it states they were trained in August 2019 but that they have no 
experience in vertebrate animal work. Please clarify what they received training for. 
2. Ifa Protocol Associate will not work with live animals, please remove her from the 
protocol. 
3. For the PI, please address his potential duties in Responsibilities and his training in | 
Comments. 
4. Ifthe PI may perform surgeries, please add him to Surgical Personnel. 


Bacio: Animals and Procedures 


Question: Animal Number Justification 
Comments: 


1. Please provide animal numbers in #8. Animals bred and transferred from the institution 
must be counted. 

2. The numbers don't match the spreadsheet. Please clarify. 

3. In addition to the spreadsheet, a summary table would be helpful. 


’ Question: Surgical Preparation 
Comments: Proper aseptic technique involves using three alterating cycles of betadine 
followed by 70% isopropanol. Please adjust this section accordingly. 


Section: Alternatives and Duplication 
Question: Consideration of Alternatives 
Comments: ‘This section states, "This search encompassed the period of 1965 to October 
2018." Please update the year. 
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UNIVERSITY OF 


SOUTH CAROLINA 


Office of Research 


Institutional Animal Care 


and Use Committee 
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE 
October 3, 2019 
School of Medicine Building 3 - Conference Room 225 


The October 3, 2019 meeting of the University of South Carolina Institutional Animal Care and Use 
Committee (LACUC) was called to order by Shannon Davis, Chair, at 3:07pm. 


Committee Members Present: 


Dr. Shannon Davis JACUC Chair 
Dr. Shayne Barlow Attending Veterinarian 
Committee Member IA 


Committee Member 45 
Committee Member 121 
Committee Member 125 
Committee Member 128** 
*late arrival **early departure ***non-voting 


J. APPROVAL OF MINUTES 
The committee voted 8-0 to approve the September minutes. 


I. CHATRMAN’S ANNOUNCEMENTS 


I. ATTENDING VETERINARIAN’S ANNOUNCEMENTS 
A. Security: Carolina Card conversion project. The project is complete and most users have 
facility access. 


IV. IACUC ADMINISTRATOR’S ANNOUNCEMENTS 

A. Assent documents. Assent documents for the [ACUC review process were circulated 
for signatures. 

B. Semi-annual Program Review and Inspection Report. The report was circulated for 
signatures. 

C. VA parking changes. Changes to parking at the VA were updated and discussed. VA 
and SOM stickers should plan on parking across the street. USC stickers can park in the 
lot between buildings 10 and 28 or other visitor parking, based on availability. 


V. OLD BUSINESS 
2401-101292-112817 Approved by Designated Review. 
2399-101260-111717 In Review. 
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2391-101279-102417 
2385-101287-100417 
2386-101286-100417 
2382-101223-092117 
2368-101255-072417 
2419-101345-072318 
2459-101447-070819 
2418-101326-062818 
2416-101092-061518 
2458-101418-061219 
2364-101193-060217 
2414-101320-052218 
2450-101426-042219 
2349-101211-041917 
2342-101188-032217 
101310 

101430 

101445 

101457 

101462 


VI. NEW BUSINESS 
A. Annual Reviews 


1. Renewals 


2388-101202-100417 
2393-101263-102717 


. 2398-101289-111717 


2399-101260-111717 
2400-101293-112017 
2401-101292-112817 
2434-101342-110518 
2435-101360-120418 


Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
In Review. 
In Review. 
In Review. 
In Review. 
In Review. 
In Review. 
In Review. 
Approved by Designated Review. 
In Review. 
In Review. 
In Review. 
Approved by Designated Review. 
In Review. 
In Review. 
In Review. 


Approved. 
In Review. 
In Review. 
In Review. 
Approved. 
In Review. 
Approved. 
In Review. 


2. Terminations 


None. 


B. New Administrative Action 
1. Pending Amendments 


2450-101426-042219 In Review. 
2367-101253-071817 In Review. 
2452-101425-050119 In Review. 


2. Approved Amendments 
2325-101159-121416 
2369-101242-072617 


2376-101215-081617 
2383-101273-092117 
2450-101426-042219 
2451-101423-042519 
2462-101413-081619 
2466-101450-082819 


3. Other 
None. 


C. New Veterinary Verifications/Consults 
None. 


D. New Designated Member Determinations & Reviews 
1. Pending 
2393-101263-102717 In Review. 


2. Assigned 
2426-101349-090518 In Review. 
2461-101448-081419 In Review. 
2443-101407-040319 In Review. 
101463 In Review. 


E. Full Committee Reviews 
101464 The committee voted 8-0 to required modifications to 
secure approval. The modifications requested are attached. 


F. Compliance Activities 
1. Follow-up. None. 
2. New. None. 


VII. OTHER BUSINESS 
A. The Chair initiated a discussion regarding placing a secure-access file drop for storing 
IACUC documents, reports, and materials that committee members need on a long-term or 
recurrent basis. He will look into options and report back to the committee next month. 


VI. NEXT MEETING 
The next [ACUC meeting is scheduled for November 7, 2019 at 3:00 pm in SOM Building 3, 
Conference Room 225. The meeting deadline is October 30, 2019. 


IX. ADJOURN 
The meeting was adjourned at 3:29pm. 
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Protocol Review Comments Summary 
Reference Number 101464 


Section: Administrative 
Question: Protocol Associates 
Comments: In the 'Comments' section for all associates, only include training and experience pertinent to 


their duties listed on this proposal. Oral gavage, retro-orbital bleeding, and breeding are not part of this study. 


Section: Animals and Procedures 
Question: Authorized Amounts 
Comments: Because animals are likely to experience side-effects such as weight loss, diarrhea, and 


respiratory distress associated with the chemotherapeutic drugs, associated pain or distress will not be 
momentary or transient. These animals should be in pain category D (if analgesia will be provided) or E Gf 
analgesia will not be provided). 


Question: Category E 
Comments: Because animals are likely to experience side-effects such as weight loss, diarrhea, and 
respiratory distress associated with the chemotherapeutic drugs, and pain or distress will not be alleviated 
with analgesics, these animals should be category E. 


Question: Animal Number Justification | ‘ 
Comments: 60 animals are requested, but experiments with 40 mice are justified. Please outline plans for 
the remaining 20 animals. 


Question: Euthanasia Methods 

Comments: In the comments section, please state how the animal will be anesthetized. 
Question: Procedure Description 

Comments: Please limit injection volumes to 1 ml. 

Question: Duration and Frequency of the Procedure 

Comments: How many weeks will each animal receive cyclosporine injections? 
Question: Location 

Comments: Animals cannot be euthanized and tissues collected in an animal housing room. Please select 
another location. 

Question: Procedure Description 

Comments: 


1. Two different injection volumes are described. Please revise for consistency. 
2. Please limit injection volume to 1 ml. 
3. Use of a 30-gauge needle may reduce injection-associated pain and could be considered. 


Section: Pharmaceutical Grade Compounds 
Question: Non-Pharmaceutical Grade Compounds 
Comments: DMSO is also purchased from Sigma and not pharmaceutical grade. Please add it to the table. 
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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE pnstiutional Animal Care 
September 5, 2019 and Use Committee 
School of Medicine Building 3 - Conference Room 225 


The September 5, 2019 meeting of the University of South Carolina Institutional Animal Care and Use 
Committee (LACUC) was called to order by Shannon Davis, Chair, at 3:07pm. 


Committee Members Present: 
Dr. Shannon Davis IACUC Chair 
Dr. Shayne Barlow Attending Veterinarian 
Committee Member 52 
Committee Member 86 
Committee Member 71 
Committee Member IA 
Committee Member 01 
Committee Member 121 
Committee Member 77 
*late arrival **early departure ***non-voting 


I. APPROVAL OF MINUTES 
The committee voted 9-0 to approve the August minutes. 


I. CHATRMAN’S ANNOUNCEMENTS 
Dr. Davis introduced a new faculty member of the committee (#121). 


Wt. ATTENDING VETERINARIAN’S ANNOUNCEMENTS 
A. The Discovery and GSRC systems are back on, and temperatures and humidity control have 
equilibrated to normal. 
B. The installation of the Carolina Card upgrade continues. Some users have reported problems 
with access; these issues have been resolved on a case-by-case basis. 


IV. IACUC ADMINISTRATOR’S ANNOUNCEMENTS 
A. Semi-annual program review and inspections have been completed. The report will be 
circulated for review and signatures at the October meeting. 
B. Anew meeting schedule is included in the hard-copy materials. It should be posted on the 
website. 
C. The recommendations of the 21 Century Cures Act to reduced administrative burden in animal 
research were discussed. 
D. The VA is preparing for new construction that will eliminate a significant amount of parking. 
This will particularly affect off-campus members of the committee. Sections of the Cedar 
Terrace Shopping Center have been leased for overflow parking, which entails crossing all of 
Garner’s Ferry Road. The email and maps will be provided to the committee. 
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V. OLD BUSINESS 
101354 


101413 
101430 
101440 
101443 
101445 
101448 
101449 
101450 
101451 
101452 
2341-101198-032217 
2342-101188-032217 
2363-101196-053117 
2364-101193-060217 
2368-101255-072417 
2377-101266-082317 
2379-101225-083117 
2382-101223-092117 
2385-101287-100417 
2399-101260-111717 
2401-101292-112817 
2413-101332-052218 
2414-101320-052218 
2416-101092-061518 


2418-101326-062818 
2419-101345-072318 
2424-101227-082218 


VI. NEW BUSINESS 


A. Annual Reviews 


1. Renewals 
2383-101273-092117 
2431-101368-100218 
2428-101352-091718 
2426-101349-090518 
2429-101353-091718 
2391-101279-102417 
2386-101286-100417 
2433-101359-101018 
2430-101373-091818 
2396-101278-103017 


Approved by Designated Review. 
Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. . 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
In Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 
In Review. 
In Review. 
In Review. 
Approved by Designated Review. 
In Review. 


In Review. The Chair will contact the PI regarding 


this submission. 

In Review. 

In Review. 

Approved by Designated Review. 


Approved by Designated Review. 
In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 

In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
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2432-101337-100818 Approved by Designated Review. 


2. Terminations 
None. 


B. New Administrative Action 
1. Pending Amendments 
2368-101255-072417 


2459-101447-070819 


2. Approved Amendments 
2344-101185-032817 


2412-101315-032818 
2461-101448-081419 
2422-101348-081318 
2393-101263-102717 
2377-101266-082317 
2374-101258-080217 
2372-101257-073117 
2371-101254-072617 
2370-101265-072617 
2365-101250-062917 
2363-101196-053117 
2357-101217-051817 
2355-101205-051517 
2346-101204-041317 
2346-101204-041317 
2345-101192-032817 
2345-101192-032817 
2340-101195-031317 
2340-101195-031317 
2337-101183-030317 
2323-101158-111816 


3. Other 
2387-101272-100417 Termination requested by the PI. 
2440-101392-030519 Termination requested by the PI. 
2448-101424-042219 Termination requested by the PI. 
C. New Veterinary Verifications/Consults 
2461-101448-081419 Termination requested by the PI. 
2450-101426-042219 In Review. 


2329-101161-121916 In Review. 
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D. New Designated Member Determinations & Reviews 


1. Pending 
101462 
101463 

2. Assigned 
2436-101380-121118 Approved by Designated Review. 
2349-101211-041917 Approved by Designated Review. 
2458-101418-061219 In Review. 


E. Full Committee Reviews 


101310 


101457 


The committee voted 8-0-1 to required modifications to 
secure approval. The modifications requested are 
attached. 

The committee voted 9-0 to required modifications to 
secure approval. The modifications requested are attached. 


F. Compliance Activities 


2. 


1. Follow-up. None. 
2. New. None. 


OTHER BUSINESS 
1. 


CVs/biosketches. The Administrator requested updated CVs or biosketches from the 
committee members. 

PI #16 lab manager vacancy. The AV and the Chair met with the department head 
and PI regarding the quality of applicants. The decision was made to have research 
staff from the department chair’s lab oversee activities through the end of the year, 
and reassess the position in January 2020. The [ACUC voted 9-0 to accept the action. 
USC Aiken subgrant protocol and IIA. A protocol was submitted to the IACUC from 
USC Aiken, related to a pending inter-institutional agreement for receipt of federal 
funding (USC Aiken has its own IACUC, but not its own PHS Assurance). The 
IACUC found that the protocol was not compliant with standards and policies, and 
voted 9-0 to decline acceptance of the protocol. It will recommend to the Institutional 
Official that USC Aiken either obtain its own Assurance, or that it choose to have its 
animal work and protocol review come under the purview of the USC IACUC as 
utilized by the rest of the USC system. 


NEXT MEETING 


The next IACUC meeting is scheduled for October 3, 2019 at 3:00 pm in SOM Building 3, 
Conference Room 225. The meeting deadline is September 25, 2019. 


IX. ADJOURN 
The meeting was adjourned at 4:09pm. 


Protocol Review Comments Summary 
Reference Number 101310 


Section: Administrative 
Question: Protocol Associates 
Comments: 


. 1. Please correct the comments section as 2 protocol associates are not listed on this proposal. 

2. In the protocol associate comment section, please provide more information regarding training 
and experience with the animals and procedures. 

3. As written, 6 protocol associates will be the only associates approved to perform blood 
collection a blood withdrawal. Please add blood collection to the responsibilities section 
for all associates that will perform the procedure(s). 

4. Please remove references to breeding; breeding is not included in this proposal. 


Section: Animals and Procedures 
Question: Animal Number Justification 
Comments: 


1. This section exceeds the 2000-character limit for the section. Please provide a brief list of the 
experiments and include the full narrative as an attachment. 
2. Please define PDX. 


Question: Description of Experimental Design 
Comments: Please clarify why estradiol will be administered orally, as it is not as effective as 
using a slow-release pellet administered via trochar. 


Question: Procedure Description 

Comments: 

1. Injection volumes should be less than 1 ml. If a larger volume is required, please provide a 
scientific justification. 

2. IP injection can be done without anesthesia - is it necessary to anesthetize the mice? 


Question: Duration and Frequency of the Procedure 

Comments:- _ Please alternate injection sites to avoid irritation, especially for mice receiving 18 
injections. 

Question: Procedure Description 

Comments: Tail vein bleeding is discussed in the experimental design (Part 2) but is not 


described here. Please clarify. 


Question: Duration and Frequency of the Procedure 

Comments: | How many times will blood be drawn from a single animal using this method? 
Question: Surgical Personnel Experience 

Comments: In the second column, please provide the years of experience with the species for 


surgical associates. 


Question: Surgical Preparation 

Comments: 

1. This section should include "animals will be examined to make sure they are not ill; any signs 
of illness will result in removal from the study”. : 

2. Please revise the sentence, "Turn on the heating pad and set the water temperature to 38°C" to 
"Animal body temperature will be maintained at 37 degrees C by a heating pad". Please 
indicate how real body temperature will be monitored, which should be automatically 
controlled by the heating pad. 


Question: Surgical Procedure 

Comments: 

1. Please clarify how bleeding will be controlled. 

2. Please clarify the "clinical signs" that will be monitored post-surgery and include them in the 
Post Monitoring and Care section. 

3. Please clarify if the exact area, either left or right side behind the neck, where the mini pump 
will be inserted. 

4. Please indicate the size (cm) of the small incision for each surgery. 


Question: Instrument Sterilization 
Comments: Please modify the last sentence to "Surgical bench area will be disinfected by 
wiping with a DLAR-approved disinfectant. 


Question: Postoperative or Preemptive Analgesics 

Comments: Will all animals get both agents? Please clarify this in the postoperative care 
section. 

Question: Surgical Preparation 

Comments: Hair must be removed from the surgical site. 

Question: Surgical Procedure 

Comments: How will waste anesthetic gases be scavenged when a bell jar/cone apparatus is 
used? 


Alternatives and Duplication 
Question: Rationale for Animal Use 
Comments: Please provide a rationale for each strain of mouse used. 
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Protocol Review Comments Summary 
Reference Number 101457 


Section: Study Objectives 
Comments: Throughout the protocol, please replace "rats" with "mice." Rats are not part of 
the study as described. 


Section: Animals and Procedures 
Question: Category E 
Comments: All animals receiving electric shock are category E. Please select "yes" and fill 
out the section. . 


Question: Animal Number Justification 

Comments: 

1. Will breeding be performed on this protocol? Please clarify. 

2. All offspring need to be accounted for here, in Authorized Amounts, and in the Breeding 
number sections. 

3. It is assumed the KMO het and KO mice described here will have to be genotyped following 
breeding. Please describe the genotype procedure to be employed. Please note that 
genotyped animals undergoing no further procedures fall under USDA pain category C. 


Question: Source of Animals 
Comments: Breeding is described in the experimental design section. Please select it as a 
source of animals and complete the section. 


Question: Institution Identity 

Comments: Which strain(s) will come from this source? Please clarify. 
Question: Description of Experimental Design 

Comments: 


1. In-house breeding (as part of this protocol) has not been selected as a source of animals, though 
breeding is described here. 

2. At-least one instance of 'rat chow' (Methods of administration section) is used; please change it 
to 'rodent chow’. 

3. Euthanasia using sharp scissors is listed in the euthanasia section. Please include the use of this 
methodology as being specifically for neonates. 

4. In the Behavioral studies paragraph, please change "rats" to "mice." 


Question: Procedure Description 

Comments: 

1. It states here that "....will be placed into individual rat cages". This proposal only lists mice. 
Please clarify. 

2. In the first sentence, rat chow is mentioned; please change it to rodent chow. 

3. How often will the custom diet be replaced? 

4. How often will the ceramic dishes be sterilized, and how? 


Question: Procedure Description 
Comments: Please replace "rats" with "mice." 
Question: Procedure Description 


Comments: In this context, the Fruit Loops would be considered a special diet or enrichment. 
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Please select "Administration of Special Diet" as a procedure and fill out the section. 
Please provide more information regarding the source of Fruit Loops, storage, etc. 


Question: Animal Housing 
Comments: Is this correct? It appears that animals on the medicated diet will be individually 


housed. Please clarify. 
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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE ,_.... 5 
: : nstitutional Animal Care 
August 1, 2019 and Use Commitiee 
School of Medicine Building 3 - Conference Room 225 


The August 1, 2019 meeting of the University of South Carolina Institutional Animal Care and Use Committee 
(IACUC) was called to order by Ken Walsh, Chair, at 3:05pm. 


Committee Members Present: 


Dr. Ken Walsh IACUC Chair 
Dr. Shayne Barlow Attending Veterinarian 
Committee Member 45 


Committee Member 52 
Committee Member 86 
Committee Member 98 
Committee Member 125 


Consultants and Guests 
IACUC Administrator 


*late arrival **early departure ***non-voting 


The committee deferred the agenda to the next convened meeting. 


I. APPROVAL OF MINUTES 
The committee voted 7-0 to approve the minutes. 


Il. CHATRMAN’S ANNOUNCEMENTS 
Dr. Walsh announced that he will step down as chair with the September meeting, and that Dr. Shannon 
Davis will be the new Chair. 


I. ATTENDING VETERINARIAN’S ANNOUNCEMENTS 
A. The steam outage at Discovery continues and cages are being sanitized chemically instead of with heat, 
as required per the Guide. 
B. The GSRC will experience a steam outage next week for sump pump repairs. 


IV. IACUC ADMINISTRATOR’S ANNOUNCEMENTS 
- A. Semi-annual inspections are due this month. An availability poll will be sent out, followed by calendar 
items when dates and times are chosen. 


Vv. OLD BUSINESS 
2325-101159-121416 Approved by Designated Review. 


2401-101292-112817 In Review. 
~ 2323-101158-111816 Approved by Designated Review. 
2399-101260-111717 In Review. 
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2395-101283-103017 
2393-] 01263-102717 
2389-101244-101317 
2433-101359-101018 
23 85-101287-100417 
2383-101273-092] 17 
2426-101349-09905 18 
2376-101215-081617 
2421-101335-081318 
2419-101345-0723 18 
2416-101092-061518 
2364-101 193-060217 
2363-101196-053] 17 
2413-1] 01332-052218 
2453-101406-050] 19 
2352-101175-050] 17 
2446-101412-041019 
2343-101200-032217 
2342-101188-032217 
101413 

101430 

101440 

101447 


VI. NEW BUSINESS 
A. Annual Reviews 


: l. Renewals 
2395-101283-103017 


2390-101282-101317 
2389-101244-101317 
2384-101261-092817 
2382-101223-092117 
2381-101271-091317 
2380-101270-091217 
2379-101225-083117 
2425-101350-082718 
2424-101227-082218 
2422-101348-081318 
2373-101246-080217 


2 Terminations 


2378-101275-083017 


Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. : 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review. 

In Review. 

In Review. 

Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
Approved by Designated Review. 
In Review, 

In Review. 

In Review. 

In Review, 

Approved by Designated Review. 


Approved. 
Approved. 
Approved. 
Approved. 
In Review. 
Approved. 
Approved. 
In Review. 
Approved, 
In Review. 
Approved. 
Approved. 


Termination requested by the PI. 


B. New Administrative Action 
1. Pending Amendments 
2418-101326-062818 


2. Approved Amendments 
2340-101195-031317 


2341-101198-032217 
2345-101192-032817 
2346-101204-041317 
2349-101211-041917 
2457-101434-051519 
2355-101205-051517 
2357-101217-051817 
2360-101224-052517 
2363-101196-053117 
2368-101255-072417 
2370-101265-072617 
2371-101254-072617 
2372-101257-073117 
2377-101266-082317 
2407-101317-022118 
2436-101380-121118 
2444-101422-040519 
- 2452-101425-050119 
2459-101447-070819 


3. Other 
None. 


C. New Veterinary Verifications/Consults 
2335-101179-022817 Approved. 


2352-101175-050117 Approved. 
2377-101266-0823 17 Approved. 
2412-101315-032818 Approved. 
2425-101350-082718 Approved. 
2450-101426-042219 Approved. 


D. New Designated Member Determinations & Reviews 
1. Pending 
101450 In Review. 


101452 In Review. 


2. Assigned 
2382-101223-092117 In Review. 
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2368-101255-072417 
2363-101196-053117 
2414-101320-052218 
2341-101198-032217 
101443 
101448 


In Review. 
In Review. 
In Review. 
In Review. 
In Review. 
In Review. 


E. Full Committee Reviews 


101354 


101445 


101449 


101451 


The committee voted 7-0 to require modifications to secure 
approval. The modifications requested are attached. 


The committee voted 7-0 to require modifications to secure 
approval. The modifications requested are attached. 


The committee voted 7-0 to require modifications to secure 
approval. The modifications requested are attached. 


The committee voted 7-0 to require modifications to secure 
approval. The modifications requested are attached. 


F. Compliance Activities 


1. Follow-up 
2. New 


A. PAM Surgical Observation. 23 63-1 01196-053117 (skin graft). 


Vil. OTHER BUSINESS 
1. PI#16 lab manager vacancy. The position was posted today. 


Vill. NEXT MEETING 


The next IACUC meeting is scheduled for September 5, 2019 at 3:00 pm in SOM Building 3, Conference 


-Room 225. The meeting deadline is August 28, 2019. 


IX. ADJOURN 


The meeting was adjourned at 3:52pm. 


Protocol Review Comments 
Reference Number 101354 
Section: Administrative 
Question: Protocol Associates 
_ Comments: 

1. Please remove all references to breeding/mouse cloned as this proposal does not include 
breeding. 

2. For the senior associates, please update their years of experience with the animals, 
procedures, and/or the PI’s lab. 

3. In the comments section for [Protocol Associate], should the second usage of LATA actually 
be AALAS? Please clarify. 


Section: Animals and Procedures 

Question: Strains Not Listed 

Comments: Only parental strains need be listed above. This section can be deleted and the 
crosses can be described in the breeding section if animals are being bred. 

Question: Authorized Amounts 

Comments: These numbers cannot be corrected because the adjustment number interferes 
with the Authorized Amount fields. Please refer to other sections for the animal numbers. 
Authorized Amounts will be corrected on this AUP post approval. 

Question: Category E Justification 

Comments: Please expand on this justification. For example, how much pain or distress are 
animals expected to experience after surgery? 

Question: Surgical Personnel Experience 

Comments: Please review and revise: 
1. In the second column, please provide the associates training/experience with the species 
listed in this section. 
2. In the third column, please provide the associates training/experience with the surgical 
procedures listed in this section. 

Question: Surgical Preparation 

Comments: Please indicate how animal body temperature will be maintained and, if so, how it 

will be accomplished. 

Question: Authorized Amounts 

Comments: TO REVIEWERS: These numbers cannot be corrected because the adjustment 
number interferes with the Authorized Amounts field. Please refer to other sections for the 
animal numbers. Authorized Amounts will be corrected on this AUP post approval. 

Question: Surgical Personnel Experience 

Comments: Please review and revise: 

1. In the second column, please provide the associates training/experience with the species listed 
in this section. 

2. In the third column, please provide the associates training/experience with the surgical 
procedures listed in this section. 
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Review Comments Summary 
Reference Number 101445 


Section: Administrative 
Question: Protocol Associates 
Comments: Please indicate which associates will be responsible for the retro-orbital blood 
withdrawals, intravenous injections, and oral gavage. 


Section: Animals and Procedures 
Question: Strains Not Listed 
Comments: 


1. Please select the mice from the list. above and delete them here. 
2. Please provide the nomenclature and vendor information for the BDNF overexpressed mice 
so they can be added to the database selection as well. 


Question: Authorized Amounts 
Comments: Restraint as a model of stress should be category E. 


Question: Category E 
Comments: Select "Yes" and complete the section. 


Question: Animal Number Justification 

Comments: Some clarification on purpose/phenotype of additional mice used (e.g. HMGB1 
KO or BDNF overexpressed mouse) would be beneficial understanding why they are needed 
for the experiments described. This information should also be in the Rationale for Animal 
Use section. 


Question: Description of Experimental Design 

Comments: 

1. From which mice will the exosomes be isolated? Is it the 'GWI mouse model and chemical 
exposure’ group? If so, please describe how exosomes will be isolated prior to injection in 
other animals. 

2. A retro orbital blood withdrawal is the only live collection described; will the exosomes be 
isolated from this procedure before mice euthanized? 

3. How many exosomes will be administered, and at what concentration? 

4. How does the investigator ensure that purified exosomes are obtained, versus, for example, 
aggregated proteins that may illicit inflammatory responses? 

5. Please indicate that a tube restraint model will be used. 

6. Please indicate the expected resultant effects of some of the drug-induced disease models, 
particularly the GWI model that will be monitored for up to 20 weeks. 

7. Describe the expected phenotype. How will successful development of the phenotype be 
ascertained? 

8. Please define experimental endpoint criteria & veterinary care for all groups. 


Question: Euthanasia Methods 
Comments: Include all euthanasia methods described in the protocol. 
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Question: Duration and Frequency of the Procedure 
Comments: Please include the duration of the procedure per animal - how long does the 
procedure take to complete? 


Question: Duration and Frequency of the Procedure 
Comments: Please include the duration of the procedure per animal - how long does the 
procedure take to complete? 


Question: Procedure Description 
Comments: Are these diets irradiated? If not, strong justification for their use is required. 


Question: Procedure Description 
Comments: If the injection will be conducted multiple times, will the injection site can be 
alternated? Please clarify. 


Question: Duration and Frequency of the Procedure 
Comments: Please include the duration of the procedure per animal - how long does the 
procedure take to complete? 


Question: Location 
Comments: Animals cannot be euthanized in the animal room. Please select an appropriate 
procedure room. 


Question: Procedure Description 
Comments: Please explain the anesthesia method and how waste gases will be scavenged. 


Question: Duration and Frequency of the Procedure 
Comments: There is no terminal surgery described in this AUP. Please clarify. 


Question: Procedure Description 

Comments: Please explain how the animal will be anesthetized and how waste gases will be 
scavenged. 

Question: Duration and Frequency of the Procedure 


Comments: Please include the duration of the procedure per animal - how long does the 
procedure take to complete? 


Question: Food and/or Water Restriction Description 
Comments: Please remove the phrase "be starved" and replace it with something appropriate, 
i.e., "have food withheld". 


~ 
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Review Comments Summary 
Reference Number 101449 


Section: Administrative 


Question: Protocol Associates — 

Comments: 

1. Please remove all instances of breeding as it is not included in this proposal. 
2. Please replace all instances of AALAC with AALAS. 

3. Please replace one instance of LATA with AALAS. [Protocol Associate] 


Section: Animals and Procedures 


Question: Authorized Amounts 
Comments: Please reconcile the authorized amounts and pain categories with the 
animal numbers justification summary below. 


Question: Category E Justification 
Comments: Experiment 5 uses animals 28 days after injury. Please modify the last 
sentence. 


Question: Animal Number Justification 

Comments: 

1. Please reconcile the animal numbers and pain categories (please list categories in your © 
summary) with the animal numbers in Authorized Amounts. 

2. Shouldn't animals in experiments 4 and 5, where a unilateral sciatic nerve crush is 
performed, also be in category E? . 


Question: Description of Experimental Design 
Comments: In experiment 2, please clarify that pregnant rats will be euthanized before 
removal of E18 embryos. 


Question: Surgical Personnel Experience 

Comments: 

1. Please remove all references to mice as this proposal only includes rats. 

2. If the PI will be performing surgery, please include it in his ‘Responsibilities’ in the 
Protocol Associates section. 


Question: Surgical Procedure 
Comments: Please indicate how animal body temperature will be maintained during 
surgery. 
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Protocol Review Comments Summary 
Reference Number 101451 | 


Section: Administrative 
Comments: 
Question: Protocol Associates 
Comments: Per the instructions, under "Comments", please summarize the 
experience/training of the individual as it relates to his/her duties on this proposal. 


Section: Project Information 
Question: Funding Source 
Comments: Please identify the source of the account #A0001. 


Question: Grant Number 
Comments: Provide the associated account number (F1000x) in the Accounts section. 


Section: Animals and Procedures 
Question: Authorized Amounts 
Comments: Mice that will not have induced colitis, such as those used only for 
breeding, should not be included in category E. For this protocol, breeding animals should 
be category B (breeding only) or category C (animals being genotyped). 


Question: Animal Number Justification 
Comments: Attachments should enhance, not replace, the requested information. 
Breeding colony numbers should be included in this justification. 


Question: Description of Experimental Design 

Comments: 

1. As per the instructions, briefly explain the experimental design and provide a complete 
description of all experimental procedures that will be performed on the animals. This 
description should allow the IACUC to fully understand the experimental course of an 
animal or group of animals from its entry into the experiment to the endpoint of the 
study. 

2. Additional humane endpoints should include hunched posture, failure to groom, inability 
to access food or water. 


Question: Duration and Frequency of the Procedure 
Comments: For the DSS-I3C or -DIM models, what determines the number of days ("up to 
14") animals are injected? 


Question: Procedure Description 

Comments: 

1. Is 3.5 cm too far into the rectum? Please describe the use of flexible tube/catheter, and 
provide assurance that puncture of the colon will not occur. 

2. Justify why there is a need to wait for 25% weight loss before animals are euthanized. 
Weight loss is typically capped at 15%. - 


9 


. 


Question: Location 
Comments: This should be an SoM animal room.- 


Question: Procedure Description 
Comments: Please justify why there is a need to wait for 25% body weight loss before 
intervention. Weight loss is usually capped between 15. 


Section: Pharmaceutical Grade Compounds 
Question: Non-Pharmaceutical Grade Compounds 
Comments: Some justifications are incomplete. It appears that none of these are available ina 
pharmaceutical grade, and a justification should be 
provided for each agent. 


10 


x | 


Yen 
| Kray 


280% 
AN 


UNIVERSITY OF 


SOUTH CAROLINA 


Office of Research 


INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE  inctistional Animal Care 
June 27, 2019 and Use Commitee 
1801 Grille — 700 Lincoln Street, Ste. 200 


The June 20, 2019 meeting of the University of South Carolina Institutional Animal Care and Use Committee 
(LACUC) was called to order by Ken Walsh, Chair, at 12:05pm. 


Committee Members Present: 
Dr. Ken Walsh IACUC Chair 
Dr. Shayne Barlow Attending Veterinarian 
Committee Member 01 : 
Committee Member 
Committee Member 52 
Committee‘Member 77 
Committee Member 86 
Committee Member 91 
Committee Member 98 


Consultants and Guests 
IACUC Administrator 


*late arrival **early departure ***non-voting 
The committee deferred the agenda to the next convened meeting. 
I. APPROVAL OF MINUTES 
Il. CHATRMAN’S ANNOUNCEMENTS 


. ATTENDING VETERINARIAN’S ANNOUNCEMENTS 


. OLD BUSINESS 


UI 

IV. IACUC ADMINISTRATOR’S ANNOUNCEMENTS 
V 

VI 


NEW BUSINESS 
A. Annual Reviews 
2. Renewals 

3. Terminations 


B. New Administrative Action 
1. Pending Amendments 
2. Approved Amendments 
3. Other 


Graduate Science Research Center, Suite 102 « Columbia, South Carolina 29208 + 803-777-8106 * Fax 803-777-2849 


An Equal Opportunity Institution 


C. New Veterinary Verifications/Consults 
D. New Designated Member Determinations & Reviews 
1. Pending 
2. Assigned 
E. Full Committee Reviews 
F. Compliance Activities 
VU. OTHER BUSINESS 
VUL. NEXT MEETING 
The next IACUC meeting is scheduled for August 1, 2019 at 3:00 pm in SOM Building 3, Conference 
Room 225. The meeting deadline is July 24, 2019. 


IX. ADJOURN 


ties sure \t \ 


re { 


U.S. Department of Labor Occupational Safety and Health Administration 
3300 Vickery Road 
North Syracuse, New York 13212 


Russ Kick 

New England Anti-Vivisection Society 
333 Washington Street, Suite 850 
Boston, MA 02108 


Re: SIMS #885322 
Dear Mr. Kick: 


This decision is in response to your Freedom of Information Act (FOIA) request dated 

November 14, 2019 and received in our office on November 20, 2019 requesting records 

concerning Marshall Farms Group, Ltd (I#1169727). We located the records you seek and 

conducted a review of the material you requested. After reviewing this information, we have . 
made the following release determination. 


Under FOIA, “Talny reasonably segregable portion of a record shall be provided to any person 
requesting such record after deletion of the portions which are exempt... .” 5 U.S.C. § 552(b). 
Where we have withheld pages entirely, it is because those pages contain no reasonably 
segregable information that may be released without creating the harm the indicated exemptions 
were designed to prevent. 


We have determined the following documents may be released with redaction: 


1. Case File Diary Sheets, with personal identifying information redacted pursuant to 


Exemption 7(C) 
2. Inspection Report, with number of employees redacted pursuant to Exemption 4; and 
: personal identifying information redacted pursuant to Exemption 7(C) 
3. Safety Narrative, with personal identifying information redacted pursuant to Exemption 
7(C) 


4. Photos, with personal identifying information redacted pursuant to Exemption 7(C) 


Exemption 4 protects “trade secrets and commercial or financial information obtained froma 
person [that is] privileged or confidential.” 5 U.S.C. § 552(b)(4). This exemption is intended to 
protect two categories of information in agency records: (1) trade secrets; and (2) certain 
confidential or privileged commercial information. We are withholding certain privileged or 
confidential information pursuant to Exemption 4. When applying this part of exemption 4, the 
terms “commercial or financial” should not be narrowly construed to include proprietary 
information only. Rather, they should be given their ordinary meaning. 


Exemption 7(C) permits an agency to withhold information contained in files compiled for law 
enforcement purposes if production “could reasonably be expected to constitute an unwarranted 


a 


iG 


invasion of personal privacy.” 5 U.S.C. § 552(b)(7)(C). Thus, the purpose of Exemption 7(C) is 
‘to protect the privacy of any person mentioned in law enforcement records. In determining 
whether a protected privacy interest exists, we must evaluate not only the nature of the personal 
information found in the records, but also whether release of that information to the general 
public could affect that individual adversely. Thus, we must consider whether release of even 
seemingly innocuous personal information could lead to the harassment or annoyance of an 
individual through unsolicited inquiries. We find that release of personal identifying information 
withheld here reasonably could be expected to have a negative impact on an individual's 
privacy. 

The fees for this particular request totaled less than $25.00; consequently, all fees have been 
waived. 


You have the right to appeal this decision with the Solicitor of Labor within 90 days from the 
date of this letter. The appeal must state, in writing, the grounds for the appeal, including any 
supporting statements or arguments. The appeal should also include a copy of your initial 
request and a copy of this letter. 


If you appeal, you may mail your appeal to: Solicitor of Labor, U.S. Department of Labor, Room 
N-2420, 200 Constitution Avenue, N.W., Washington, D.C. 20210 or fax your appeal to (202) 
693-5538. Alternatively, you may email your appeal to foiaappeal@dol.gov; appeals submitted 
to any other email address will not be accepted. The envelope (if mailed), subject line (if 
emailed), or fax cover sheet (if faxed), and the letter indicating the grounds for appeal, should be 
clearly marked: “Freedom of Information Act Appeal.” 


In addition to filing an appeal, you may contact the Department’s FOIA Public Liaison, Thomas 
G. Hicks, Sr. at (202) 693-5427 or hicks.thomas@dol.gov for assistance in resolving disputes. 


You also may contact the Office of Government Information Services (OGIS) for assistance. 
OGIS offers mediation services to resolve disputes between FOIA requesters and federal 
agencies as a non-exclusive alternative to litigation. Using OGIS services does not affect your 
right to pursue litigation. You may mail OGIS at the Office of Government Information 
Services, National Archives and Records Administration, 8601 Adelphi Road — OGIS, College 
Park, MD 20740-6001. Alternatively, you may email or contact OGIS through its website at: 
ogis@nata.gov; Web: https://ogis.archives.gov. Finally, you can call or fax OGIS at: telephone: 
(202) 741-5770; fax: (202) 741-5769; toll-free: 1-877-684-6448. 


It is also important to note that the services offered by OGIS, is not an alternative to filing an 
administrative FOIA appeal. 


Sincerely, 


y 


DES > rebish, MS, CSP, CIH 


Area Director 
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U.S, Department of Labor - Occupational Safety and Health Administration 


Inspection Report 


Mailing Address 


Tue Oct 18, 2016 11:37:22 AM 
CSHO ID Supervisor ID Inspection Number Optional Report Number ~ | Case Closed Date 
Establishment Name Marshall Farms Group, Ltd Doing Business As (DBA) Ee ae ed 
Establishment Private Sector Type of Business | Corporation 112990... zu-3 
Owner Name Primary NAICS 
Site Address 5800 Lake Bluff Rd Site Phone Bee Exm Site FAX 
‘ NORTH ROSE, NY, 
14516 
NORTH ROSE, NY, 
14516 
5800 Lake Bluff Rd E-mail Mobile Phone 
14516 
NAICS Inspected | 112990 Days on Site | 1 
Construction Type 
12-AUG-2016 | —_—| rst Closing Conference [12-AUG-2016 | =| 
Opening Conference | 12-AUG-2016 Po Second Closing Conference a ie 
Inspection Initiating Type {Program Planned Secondary Type a, 
Federal Strategic Initiatives | TRENCHING 
National Emphasis TRENCH 
b} (4 
Controlled By Employer | = funion? IN Reason for Follow-up . 


b) (7 
0215800 peony 1169727 12-AUG-2016 
Business Address | 5800 Lake Bluff Rd Business Phone a 
NORTH ROSE, NY, 
State Estab Id DUNS plus4 CAGE Code ee 
Primary Emphasis TRENCH 
Is this Company a current federal contractor? Y Attempt made to capture Exec Order Info? |Y 


Page 2 Tue Oct 18, 2016 11:37:22 AM 
Marshall Farms Group, Ltd Inspection Nr. 1169727 


Related Activity 


- 


Activity Number Activity Type Satisfied Establishment Name 


Related Inspections 


Inspection Number Establishment Name Related Inspection Type 
1169538 Montemarano Bros. Inc MULTI-EMPLOYER 


Additional Codes 


Employer Representatives Contacted 


; (b) (7C) ‘Occupation a : | 
Job Title Occupation | Animal production 
Interviewed? | Y 
Email Participation Walk Around, Credentials, 
Closing Conference, Opening 
Conference 


Employees Contacted 


Interviewed? 
Mobile 


| Participation | Walk Around, Credentials, 
‘Closing Conference, Opening 
| Conference 


Penalty Adjustment Factors 


Size Justification | System, set itto 10% | Good Faith Justification History Justification 
Number of Employees 
was changed 


CSHO Signature 


*h 


SAFETY NARRATIVE 
ee et oe aaa ek tt Siete) — 8 te ng 
| Inspection Number 1169727 


; 


arr? 


COVERAGE INFORMATION 
The.employer participates in Interstate Commerce through the breeding and sale of animals used for 
testing. 


NATURE AND SCOPE 
Check Applicable Boxes and Explain Findings: 


a LEP 
Trenching and Excavation. 


NATURE AND SCOPE — UNUSUAL CIRCUMSTANCES (Mark X and explain all the apply:) 
None 
OPENING CONFERENCE NOTES: 


An inspection was started at this establishment on 8/12/16 based on a phone call to the SyrAO 

referencing an excavation that was not properly protected. Upon arrival, credentials were presented and 
an Opening Conference was held 2AM 
Farms and \igadiiem 
Co Inc. The reason and scope was explained to all in attendance at this time. 


A visit to the excavation was conducted and pictures, measurements and sketches were taken. 
Interviews were conducted with all involved. 

Montemarano Brothers were contracted by Marshall Farms to install storm water piping that had a 
diameter of 15 inches. This required a trench of up to 7.5 feet deep. In an interview with 
claimed to be the Competent Person for this job. 
classified as Type (B) through ribbon testing and other soil classification methods and that it had a 
high cohesive strength and that he had properly protected his workers through benching. Pictures and 
sketches of the benching are contained in casefile. 

Interviews of sontinmed knowledge of standard and that OO ie indeed 
properly protected the workers dmitied to being in the excavation and stated that he had no 
issues with protection and agreed with the use of benching. 


) 


ype 


RECORDKEEPING PROGRAMS 


Does the employer have a record keeping program relating to any occupational health issues 
(monitoring, medical, training, respirator fit tests, ventilation measurements, etc.)? 


[ Yes No 

Are any programs required by OSHA health standards? 
[ Yes No 

COMPLIANCE PROGRAMS 


The inspection of the worksite revealed that the excavation was in compliance with all standards. 


PERSONAL HYGIENE FACILITIES AND PRACTICES 
(showers, lockers, change rooms, etc.) 


Are any required by OSHA health standards? 


[ |Yes No 
What Standards: 


HAZARD COMMUNICATION PROGRAM 


Written Program (complete) 


[ ]Yes No 

MSDS's (all) i 
[| Yes No 

Labeling (adequate) 
[_]| Yes No 


Training (complete) 


[| Yes No 


Copy of MSDS's/Program attached 


| |Yes No 


ACCESS TO EXPOSURE & MEDICAL RECORDS 

N/A 

FIRE PROTECTION AND EVACUATION PROCEDURES 
N/A 

SYSTEMS SAFETY AND EMERGENCY RESPONSE 

911 te be called. 

RESPIRATOR PROGRAM 

N/A 

- LOCKOUT TAGOUT / ELECTRICAL SAFE WORKPRACTICES 
N/A 

FIRST AID 

Equipment available onsite. 

ELECTRICAL SAFE WORKPRACTICES ) 

N/A 
EXPOSURE CONTROL PLAN 

N/A 

LABORATORY STANDARD 

N/A 

ERGONOMIC PROBLEMS 


[| Yes DX] No 


EVALUATION OF EMPLOYER'S OVERALL SAFETY AND HEALTH PROGRAM 
Construction Industry: 


Yes [_] No Accident Prevention Program 
Yes [_] No Written 
hl Yes [_]No Copy Attached 


Evaluation of Safety and Health Program 
(O=Nonexistent 1=Inadequate 2=Average 3=Above average) 


DX] Written S&H discon 

><] Communication to Employees2 

DX] Enforcement2 

Safety Training Program2 7 
Health Training Program2 

Accident Investigation Performed? 


Preventive Action Taken3 


CLOSING CONFERENCE NOTES: 


~ 


Were any unusual circumstances encountered such as, but not limited to, abatement problems, expected 
contest and/or negative employer attitude? If yes, explain below: 


[_] Yes | |No 

19,.Closing Conference Checklist (“x” as appropriate) 
No Violations Observed 
[_] Gave Copy Employer Rights 
[_] Reviewed Hazards and Standards 

~ |] Discuss Employer Rights/Obligations 

[] Encouraged Informal Conference 
|_| Offered Abatement Assistance 
[_] Discussed Consultation Programs 
[|] Employer/Employee Questionnaires 


ia 


Closing Conference held with Employee Representative 


[_] Jointly [|Separately ° 
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August 17, 2020 


Mr. Russ Kick 


Open Records Specialist 


UNIVERSITY OF 


SOUTH CAROLINA 


New England Anti-Vivisection Society (NEAVS) 


333 Washington Street, Suite 850 
Boston, MA 02108 


Dear Mr. Kick, 


4 


we 


Office of the General Counsel 


Osborne Administration Building, Suite 109 


915 Bull Street 
Columbia, SC 29208 


In response to your Freedom of Information Act request, enclosed please find the most recent 
AAALAC International Program Description created by the University of South Carolina. This 
includes all appendices and attachments. 


The search, retrieval and redaction of this document took 5 hours at $15.00 per hour. Therefore, 
no additional payment is required as your $75.00 deposit will cover the cost of production. 


Please feel free to contact me with any questions or concerns. 


Sincerely, 


ber hGEA 


’ Susan H. Nelson 


=~ Enclosure 
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UNIVERSITY OF 
‘SOUTH CAROLINA 


Office of Research 


Institutional Animal Care 
and Use Committee 


MEMORANDUM 


TO: Dr. Prakash Nagarkatti 
Vice President for Research 


Mr. Thomas Coggins 
Institutional Official and Director, Office of Research Compliance 


FROM: Institutional Animal Care and Use Committee 
DATE: March 7, 2019 


SUBJECT: Semiannual Evaluation of Animal Care and Use Program and 
Inspection of Facilities 


This report summarizes the IACUC’s results of its most recent program review and facility inspection, 
as required by the Public Health Service (PHS) Policy on Humane Care and Use of Laboratory 
Animals (Policy), Section IV.B.1.-3., the Guide for the Care and Use of Laboratory Animals (Guide), 
and the Animal Welfare Act (AWA) regulations, as applicable. Submission of semiannual reports to 
the Institutional Official is a condition of this institution’s Animal Welfare Assurance with the NIH 
Office of Laboratory Animal Welfare (OLAW). 


I. Description of the Nature and Extent of the Institution’s Adherence to the PHS Policy, the 
Guide, and the AWA 


Departures from the PHS Policy, the Guide, and the AWA. 

Select A or B: 

[X] A. There were no departures during this reporting period. 

| |] 3B. The following departures have been reviewed and approved by the IACUC: 


Graduate Science Research Cenier, Suite 102 * Columbia, South Carolina 29208 * 803-777-8106 * Fax 803-777-2849 


An Equai Opportunity institution 


\—~ 


Deficiencies in the Institution’s Animal Care and Use Program 


Animal Care and Use Program Review Date(s): March 7, 2019 
Select A or B: 


[X] A. There were no deficiencies in the program during this reporting period. 
[ | B. The following deficiencies have been identified: 


Deficiencies in the Institution’s Animal Facility 


Animal Facility Inspection Date(s): February 15-26, 2019 

Select A or B: 

[ ] A. There were no deficiencies in the animal facility during this reporting period. 
[X] B. The following deficiencies have been identified: See attached table. 


Minority Views 
Select A or B: 
[ X] A. No minority views were submitted or expressed. 
[ ] B. The following minority views were expressed: 


Status of AAALAC Accreditation [identify accredited facilities, if applicable] 


Accredited facilities include: 
USC main campus and the School of Medicine (SOM). 
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By signing the above, I hereby declare the Semiannual Program Review and Facilities Inspection 
Summary for Fall 2019 to be accurate to the best of my knowledge. 


es, 


UNIVERSITY OF 
SOUTH CAROLINA 


Office of Research 


Institutional Animal Care 
and Use Committee 


MEMORANDUM 


TO: Dr. Prakash Nagarkatti 
Vice President for Research 


Mr. Thomas Coggins ; 
- Institutional Official and Director, Office of Research Compliance 


FROM: Institutional] Animal Care and Use Committee 
DATE: September 18, 2019 


SUBJECT: Semiannual Evaluation of Animal Care and Use Program and 
Inspection of Facilities 


Departures from the PHS Policy, the Guide, and the AWA. 
Select A or B: 


[X] A. There were no departures during this reporting period. 
[] B. The following departures have been reviewed and approved by the IACUC: 


Graduate Science Research Cenier, Suite 192 « Columbia, South Carolina 29208 e 803-777-8106 « Fax 803-777-2849 


An Equal Opportunity Institution 


Deficiencies in the Institution’s Animal Care and Use Program 


Animal Care and Use Program Review Date(s): September 5, 2019 

Select A or B: 

[X] A. There were no deficiencies in the program during this reporting period. 
[ |] B. The following deficiencies have been identified: 


Deficiencies in the Institution’s Animal Facility 


Animal Facility Inspection Date(s): August 26-28, 2019 

Select A or B: 

[| ] A. There were no deficiencies in the animal facility during this reporting period. 
[X] B. The following deficiencies have been identified: See attached table. 


Minority Views 
Select A or B: 
[|X] A. No minority views were submitted or expressed. 
[ |] 8B. The following minority views were expressed: 


Status of AAALAC Accreditation [identify accredited facilities, if applicable] 


Accredited facilities include: 
USC main campus and the School of Medicine (SOM). 


VI. Signatures — 


By signing the above, I hereby declare the Semiannual Program Review and Facilities Inspection 


Summary for Fall 2019 to be accurate to the best of my knowledge. 


payage| 
6T0Z/0E/6 610Z/9Z/8 a[qesado-uou se Jazioden jaqe} JOU S| JazlJOdeA aqesado-uoN} Ww 


6T02/0E/6 Sal l9e4 610¢/92/8 Jaysingulyxa aij adsul} 61/7 a}ep JO no Jaysinsulyxe aul Uy 
6102/0€/6 - 6102/92/8 Jaujejuod sdieys aoejdey j/NJ JauleyUOD sdueys 


pea Ajisea aie sjaqe) aunsua ‘peas 


6T02/0€/6 6T02/82/8 3q UBD dJep |! OS POOJ Bue] aI|QIFaI|! 49;009 Ul YIP |q UO Sa}eg 
: 610Z/0€/6 610Z/8Z/8 | pea aq ued dep ||! OS Poo} BsueLIY pajansjsqo poo} uo sayep IIIA! aBeIOIS POO4 
: Wackidabacsieet Nolet farted 5 AAO LL: oT LAE AA MCSA CR ERIE BE EEN LORD EE Lia eT a 
6T02/0E/6 6L0Z/82/8 Jaujeyuoo sdieys aoejday ‘yauyeyuoo sdieys |jn4 _Bunpad0ld TET 
Ajaye;pauuy 610Z/82/8 ~$9e1 aged 9zi}/Ues/Uea|D __ BUIUBBI9 JO} aNPsanO syDeY Set. 
6T02/0€/6 6T0Z/82/8 Jaujeyuod sdueys aoejday [Ny 4aUIeE}UOD sdseys __danpav0dd O2T 
— ~ - saul} CEO ee 
61T0Z/0E/6 6102/82/38 jJe 2 Bandas aq Jsnw syuez UaSAXO sue} UaBAXO aINdasU/) 
“~~ 6t0z/0E/6 6t0c/a7/8 | =SS~S*~*~*«éi NOPD aAOWY) ~~ ~=SCS COON wT pueoqpieD 
6t02/0€/6 youaq uo sdueys pasodx3 
——— : Se iit Basted Bs ieee ee aa cat age 
6T02/0E/6 seaie qe] Ul JULP/poOoj ON} UO JaUle}UOD Ja}eEM Buljup uado 
610z/0€/6 ETT ————"7semaha joadsuj|—S—SSS Bp JO JNO Ysemadg!” 
ie —"pooy aun, ~~~ ~~—s Wood Uy Sjuapnjs 
6T0Z/0E/6 | sel Jad asn ul s| ‘Ayyp Ajawaiyxa Jef jag. 
eer ohio pen a Se SOB OG! 
6T02/0€/6 IJ! ! |PEP JO JNO YAIZINS UO JazJOdeA 
—s ae a: $|090}01d 
6T02/0€/6 psezeyolg 0} Suipsozoe yses} Ajdwiy JOO}J OJUO Yses} SUIMO}2AQ 
61T02/0E/6 Uy! fi LT/€ ayep Jo no ysemaAy 
pe Ae eae ayep jot 
6T02/0€/6 1 | NO UO}}EWUOJU! JDe}UOD - adeuss 
osn ye] 
6T02/0€/6 
6T02/0E/6 . ie= = BUISSILW SIBAOD 39]INO 
6102/0€/6 ; aoe|day Ny 4aUJeJUOD sdaeys 
6T02/0€/6 ! Jauljeqzuos sdeys |jn4 
610¢/0€/6 =e ee ec ] pooy Aug 
6t0z/0e/6 |< uvid | 610z/8z/8 ~ Jauyeyuos sdieys aoejday ~~" yng aauyequos sdueys| 
quan 
Ajaqe|pauuul Id 6102/92/8 dNV YUM Wood JO Bulsnoy jaqey 
U01}994109 JO} a}eq | ajqisuodsay ajeq 7~ ~~ Woyad405 
, WV @r:TT 6t02/Z/oT 
v/T s}Nsay UolIadsu| |enuue-lwas G6TOZ [e4 


» 


al ‘ 


& 


=} 


6T0Z/0€/6 
6T02/0€/6 


[td [sr0278778 


6102/0€/6 


6T0Z/0€/6 


6T07/0€/6 6102/92Z/8 


6T02/0E/6 6T07/9Z/8 


610Z/0€/6 | 6102/92/8 


6T0Z/0E/6 6102/92/8 


6t02/0€/6 


6102/0€/6 


Ajayeipawiu| 


6102/0€/6 | 6t0Z/92/8 | 


610Z/0€/6 6T02/92/8 


a eentereen ener 


6T0Z/0€/6 
6102¢/0¢/ 


602Z/92/8 | 
6102/92/8 


61T02/0€/6 6102/92/8 


6102/0E/6 6102/92/8 


6102/0€/6 6102/92/8 


yv1d 


610Z/0E/6 v 
a[qisuodsay 


UONI91I0I JO} 93eG 


INV Zv:TT 6T0Z/Z/0T 
v/Z 


6T0Z/92/8 


379/dWOd YUM spsed aded ayepdy 
UOH}EWIOJU! JUAIINI/a}a|dw0d 
YUM spied aseo soejday spied adeo 9/q/89)|! - €9 yOeY 


UB|]D JBAO SUBAOD UB]D/Jadoud asf} 


aged UO UOH}EWOJU! dN alepdy 


Jauje}UOD sdseys apiAoid| 


$]U9}]U09 YM $aj}30g Aeds jaqey 


aged UO UOI}eWOJU! dN azepdy 


pjeoqpies jo asodsip pue svoway 
azjuedso pue dn ueal) pasayna/Ayip s| wooy 


~ WOO) WO} SUIEYD YIO]D BAOWADY 


Spied ase UO UO}}EWIOJU! JOe}UOD 
ayepdn ‘ajep uado pue ayep jj} YM 

SuIq poo} jaqey AjJadoJd ‘pooj ayep} yDe}UOD Bu1y9e] spyed ade ‘Wed ug 
Ul APIAOJd ‘saj}ZOGJa}eM ULD]I J8A09 


ajep uado pue ajep jw ym 
SUIG POO} jaqey AjJedo1d ‘poo} azep 
-U! BpPlAold ‘s3]}}0gG19}eM ULB[I 12A0D] NO poo} /saj}JOGUa}eM pasaAoouy 


$y0eJ7}e) pueoqpied jo asodsiq 


SIA] Ajiq49994/}Iadsu| 


UOIJEWOJUI 


spied 


8T/9 ep JO 3NO SIAI 
Jazoden Ajnuasay|— ~ajzep JO yo Jazoden 6TOZ |. 


3}a|dwWodu| spied aseD 
sal|ddns Ppasarod aq 
pinoys wood dasd uj Suge ueayy 
spseo jeujuel ~~ ayajdwiooui 


pasnoy Ajsuls 3no jy Ajaqyajduio; pied jeuue pasnoy Asus 


dN }es109U! UM Spied aden 


Jaquinu 


Jaujejuod sdieys asejday} wood daid ul jjnj saujeyuod sdueus 
WOO Ul JaU]E}UOD sdseys ON 


io 


BOMBS WOJJ BAOWAL JO pooy Aya9| 3}ep pooy 9390} 0} Bjqeun 


spied 


UlUaA SjoeAye)| 


peziyues oq youURD 


(UILUJ3A 


u01}99107)) 


syjnsay uonsadsu] jenuue-lwas 607 ||e4 


$9]330q Aejds payaqejun 


dNv W9s109ul YM spied adep 
spied ~ (Seve ‘ZEEz 
B9ed UO UO!JELUJOJU! 19e}U09 ajepdy| UOeWUOJU! 39e}U0D yDe] spsed aTep 


juasaid saxog pseoqpie) 


WOO UJ 1EYD YIO}D 


(T6EZ UaYd) UOeWOJUI 


poo} pajaqejun ‘E/Z ZZ/T -ayep Jo 
‘yOones Boas ‘Sa{I}0q Oey |[JaY) NO poo} ‘saj{JOGQJa}eM pasaAooUNH 


Hed uig poo} pajaqejun ‘6T/E/Z 
pauado ‘6T/ZZ/T pajiur- ajep jo 


}8S0]9 BZe10}S ul Sexo pueogp.seD 


vse 
gel Joieyad LEE 


Jaquinu 


he 


wiajqoid| S/IN/V ey yea /ads | sea, 


~ eR le AE WE Litt ater hins 8 i ee et. ok 


we . 


os . . “6 7 
yet : . 3 
; 3 a 
: . + . & ‘ ae 3 ae 2 
. ova 4 Ame AD - Fh teh wees - . 
ee nh gies Aegon eye =7 ; 7 Rtte Fi yf At U : ys ware ey 
" ee | veg . rs : Peet a COR "8 % 
LR ae ae ‘ a eee ren ee oe 
: Lavaer : S : re : ey ate, : 
: are ‘ are | 7 gee. 
t tx ‘ a i Les | ‘ : 
Bly ¢ 
“ a ne 7 vs y 
: geele Ea j igs P ise t 
lal * ‘ 5 } Pa “F £ a oo, nd f 
JON : sagt be +. Rab 
‘ : pee eee 
zi ed , ; awn ‘ 
PA a ; ve Is é . 
* , . . . Ye * x . be 
oar 5 aL Se ie , : oy re ‘ i . . / . 
gthige COR LG , F Yer Wee ‘ 
“3 od i ig 
ws . Ps ~ 
‘ ‘ . 7 
A 4 "ae 
’ 
‘ é ; : 
\ ‘ wos , ie y ue : res . 
& / : ' a 7 , wot th ae ” : aeie X 
a 4 t , . were i? ‘ “ve x a ee 
, aa i coy - ane z -¢@ 7 he 7 ee f 
‘ : : BP og ae rae TE EA ge Cae , a eee hey : 
a * - . oad 
; : i A? whe 
‘ 6 AL ; rhe We ety : ae as 7 aa ate 
. * i 
‘ ; ‘ ‘ P ee : 
. s 
; Cha? 4 : ae t 
: ‘ 
h 
, ”. . ’ 
‘ " re ‘ : Meh i . « e ue pti 1 
, ' : ; . + 
¢ 
ee 
‘a : a . . . i ar : : ¥ a : : “ 
oar: : f ' % . a St to * fee i d Mee 4 - : 


- . 
‘ % : “& : ; Food are 6 ere, ' 
‘ . a 4 oF ’ me, larry 5 , 
: ‘ Pie - sey . é Pi « oh 
. 7 N : + z é ; 
s + - 5 
‘ t t : ; 
. fe gre ; ’ a ? ‘ . . 
. cf . * tif . + * 
3 : ‘ 
. Se ‘ é . : > ‘ apt oe: . f 
. . , : . : s 7 


i + : a Lice . j : | 
- > Chane Pin 4 . “ . : id Cae o, ; 
i : Se 
2 “ : : PS ad 
oe us a. . - 
: . * Sas er wes : h 


. 


6T02/0E/6 


6T02/0E/6 
6T0Z/0€/6 
6102/0€/6 
6T02/0€/6 
6T02Z/0€/6 


6107/0E/6_ 
6T07/0€/6 


6t0z/0€/6 


6T02/0€/6 


6T02/0€/6 
6T0Z/0€/6 


6T02/0E/6 


Ajaye;pauu! 
6T02/0E/6 
6102/0€/6 
6T0Z/0€/6 
6102/0€/6 


6T02/0€/6 
6102/0€/6 


6T02/0€/6 
Ajayelpauu! 


6T0Z/0€/6 


UOIpPaIOD 10} a]eQ 


INV Z7:TL 6T0Z/Z/0T 


v/E 


SOM Ie4 


sanyoel 
sayioesy | 6L0Z/Z7Z/8 


6T0Z/22/8 


6102/L2/8 
6T02/L2/8 
6T02/L2/8 
6T02/L2/8 
6T0Z/L2/8 


salqyoes 


Id _| 6T0%/Le/8 
6T02/LZ/8 


ld _| 6t0z/Z2/8 


_ 6T02/L2/8 


| 6102/22/8 


sayyloes 


sayyyoey 


6T02/L2/8 


610Z/L2/8 
6T02/LZ/8 
6T02/L2/8 
6T02/92/8 
6T02/92/8 


6T02/9Z/8 
6102/9Z/8 


6T0Z/92/8 
6102/97/8 


6T0Z/972/8 


Id 
aqsuodsou | ied 


${090}01¢ 

psezeyorg 0} Suipsoooe yses} Aydwy 
Ajayeipauuut 

Jaureyuoo sdueys aoejday 
“Yysemaged 0} Bulded Ayip aye 
“Bae asn jewiue Uea|D 
~~ Ajyyuow ysemada yadsu] 
Ajyyuow ysemada yadsul| 

~  Afageypeuiuay 


Jaujejyuod sdueys aoejday 


(paezeyolq) Sumojaao yses) 


[Ny 4auseyuos sdueys 

~~ Wood UL aged Aji 
pooy Japun ease 440M AyIG 
8T/OT a3ep JO NO YysemaAg 


~ Ajyjuow ysemaha jedsuj! 8T0Z/TT S3ep JO Ino ysemaAy 

"pale asnjeujue ues;  Jaqunoo 
~ eaueasnjewjueueapl 

(paziiues oq 3,UeD) — 

WOOd WO} SAJEYD YJO|D BAOWAY WOO U SiJ2Yd PasaAOI Y}O]D 

Ee OO BUN JO 

ease asn jewjue Uea|>] Cale BUIOM U] ‘d}9 ‘Bulppaq ‘save 

ne 6102/S 

payedsu! Jse] JaYsinsul}X9 a4 


ayep JO No ysemady 


Ajyjuow Jaysingulyxa Joadsuy 
Ajyjuow ysemada yadsu| 


spied aged UO UO!}eLUIOJU! a}epdy 
ee 
UBYM [0903010 Ajajesoig 0} Bulpsooze 
paaowsa pue pajdwa aq Jsnw yses) 


saljddns ueajd aA0D|} Wed UO Ja]eM Pue Saded pasaaocour) 

spied 

aged UO UO!}EWOJU! Je}U0I ajepdy ajep JO JNO UOHeWOJUl 39e}U0D 

it pieogpies avoway!  =——i(itsti‘Cé;!O! €*llOQNILD 

spooy Aji9201 aj}ep JO NO spooy 

UOI}EWIOJU! es ajep 

y9e1UOI WEY DANDY! ayepdn| Jo yno yoeRWUOD Wey :s19}sOd DNDVI 

Say|ddns ueajadaa0D/ Ss PaBAOOUN OJe Saiq}0q Ja}EM 
a : 

woJj Aeme sayrul 9 SuIppaq 3103S 


Jaulejuo2 sdueys soejday 


jjem Jsuiede pasos Suippog 


juasaid 
s}uase pasidxa pue pajaqejup 
wa|qold 


JO90}01d 0} Supi0d9e squage pasidxa 
Jo asodsip 10/pue jaqe] Ajsadoid 
U01}991103 


synsay uo adsu jenuue-IWas 6LOZ j/e4 


J8]UNOD UO 3}SeM asno|| 
pooy auwinj ul sala 


(psezeyolq) SuIMO}JBAO YselL 


|/NJ 4auIeEUOD sdueys 


8T0Z/TT arep 40 no YysemadAg 


9d10}S poo 
yuVv1d 


uvi1d 
M9) UeeD 


Ma uea|D 
V6E 


ww JSD es 


s/w/w | | Pia | 


+ (chat Oh A RA eS A ©. ee ANSE Oe Rad HE AR + WP aR 8 he ee Sete oi Tea A 


f i. a 
wr 2 a 6 B59h ety ae z 
sa F , . : ¢ > % o 
“ ’ =, Z fa 
See tes i 
ove . hae : 
De corps Ae “yong. sage: eS sone ~ acd waited ee dat ial ne ee - Reharrorngs soa ibe etme “neha 20+ ee a oer ae ve hems 
u, ge a e s aed 4 4 SOR: ‘ ay ‘ 
_ Ae ay a . : ¥ te . < : Mie fo eek 5 
oak fgets, sbaedipee oe “ a ‘2 aaa ire 
fa eek Ge eh ae : , + 3 
ar ‘ a yaLnaedewn a eee es mane , 
. ‘ 1 
4 bh ‘s ; ‘ ; : ; 
“ mica an . é : 2 : 
+ : : , 
Fe ae a dis 
rs 2 ir’ my ibe ae Hee 
+ 7 + 
ey , ’ t ; 
ee 3 
‘ : 5 : 
one bd . a4 ~ “ft i. SF, , 
; 2 af in? i. 
Pee oh ee et ES ; . a a 
‘ 
3 , 
: 3 eye 3 4 ra 
Shas s 3 : ; 
2 ot : 
3 ' or - ‘8 ‘ ; : 
Fi ‘ 
. ur ¢ 
‘ : ia? : ae 8 : Ok, oe 
t 
. - . “ ' 
7 $ a ™ : 
; : Ro OR ey Lye 7 VB en gee, : ‘ a ‘ r, 
oe at , 
Soya Bic eas ' 4 . 
‘ 
‘ ‘ 
; \ if se 
2 ; a aor 
a 14, 4 s 
Pad oat 
: ' : : ‘ ae ros ? 
, 
H 
« aoe + “ at ‘ 
, 
- “ 2 . us - 
7 ‘ F 
ms 
. 24 bs a Lies ‘ , 
: a : : : ak 7 
: : 
‘ bs x 
= > : : sf . . 
4 \ . * 
2 
+ ‘ 
7 i on t 
‘ 7 bg 2 
Wa ae ‘ nok oe &, . : 
‘ : 7 ar : i 
nn oP "7 ' 


*s y 


a}ep AJESJBAIUU Jaze PeAOJGGe jeMauUdyY Z 


6T0Z/0E/6 
6102/0€/6 6T0Z/L2/8 
U01}991109 10} a3eq | ajqisuodsay ajeq | u01}9a1109 
. WV @r:TT 6t02/Z/0T 
v/v synsay uoNoadsuj jenuue-iwas 6TOZ He 


a 


PF 


